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TO THE READER 





About the Authors 


R, E, Curran, Q. C., legal adviser to 
the Canadian Department of National 
Health and Welfare, discusses proposed 
revision of Canada’s food and drugs 
act. His paper, read at the recent Ameri- 
can Bar Association meeting in San 
Francisco, will recall to the minds of 
readers his JoURNAL contribution on the 
practical aspects of international uni- 
formity in food laws and his excel- 
lent “Comparison of United States and 
Canadian Food and Drug Law.” They 
were included in our last two annual 
presentations of significant ABA papers 


Mr. Curran is a graduate of the 
University of Manitoba, holding a de- 
gree of Bachelor of Arts (1925) and 
one in law (1929). His earlier studies 
were at St. John’s College, Winnepeg. 
He joined the Royal Canadian Navy 
in 1942, remaining in that service until 
1945. In 1944, he had been appointed 
Assistant Judge Advocate General. 
Upon discharge from the navy, he 
assumed his present position with the 
Department of National Health and 
Welfare. Two years ago, Mr. Curran 
was appointed a Kings Counsellor by 
the Canadian Government. 


Concluding a summary of the history 
of food adulteration and remedial legis- 
lative safeguards against it, F. Leslie 
Hart shows the impact of World Wars 
I and II on the quality and quantity 
of food in commerce. Earlier articles 
in the series may be found in JouRNAI 
issues for January and August, 1952. 


Mr. Hart is Chiet of the Boston Dis 
trict, Food and Drug Administration, 
Federal Security Agency. 


Arthur A. Dickerman, who also spoke 
at the September ABA meeting, ex 
plains “adequate directions for use,” as 
the phrase ts used in the Federal Food, 
Drug, and Cosmetic Act. Mr. Dicker- 
man is in close touch with the workings 
of the Act, for he has, since 1942, been 
an attorney with the General Counsel’s 
Office, Federal Security Agency. 

Working with the division, at Los 
(Angeles, Mr. Dickerman has also served 
the cause of specialized training in food 
and drug law for attorneys by teaching 
a course in that phase of the law in the 
University of Southern California’s grad- 


uate school 


Eugene M. Elson is engaged in pri 
vate practice in California. A great part 
of his work is in the field of food, drugs 
and cosmetics. He held the position 
of Deputy Attorney General of the State 
of California from 1933 until his resig- 
nation in 1944. Mr. Elson’s paper was 
also one of those read at the meeting 
of the ABA Division of Food, Drug 
and Cosmetic Law. 

Associate protessor of law at Emory 
University, Atlanta, Georgia, Thomas 
W. Christopher begins writing “Signifi- 
cant Comments” with this issue. The 
feature, formerly written by Edward E 
Turkel and, earlier, by Franklin M 
Depew, has appeared in the JouRNAL 
since the magazine’s inception 
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In Congress 


Report by Delaney Committee, on 
Fluoridation of Public Drinking 
Water.— 
82p CoNGREsSs, 2d Session 
House OF REPRESENTATIVES 
REPORT No. 2500 


INVESTIGATION OF THE USE 
OF CHEMICALS IN FOODS 
AND COSMETICS 


Jury 10, 1952.—Committed to the 
Committee of the Whole House on 
the State of the Union and ordered 


to be printed 

Mr. DELANEY, from the Select Com- 
Investigate the Use of 
and Cosmetics, 


mittee To 
Chemicals in 
submitted the following 


Fx yds 


REPORT 
[Pursuant to H. Res. 74, 82d Cong., 
Ist sess. | 
FLUORIDATION OF PUBLIC 
DRINKING WATER 


|. Introduction 


The Select Committee To Investi- 
gate the Use of Chemicals in Food 
Products was created under the pro- 
visions of House Resolution 323 (8lst 


Cong., Ist sess.), agreed to June 20, 
1950. Among other things, the resolu- 
tion authorized and directed your com- 
mittee to conduct a full and complete 
investigation of the nature, extent, and 
effect of the chemicals in the 
production, 
and packaging of food products to de- 
termine the effect of the use of such 
chemicals upon the health and welfare 
of the Nation. The authority granted 
to the committee was extended by 
House Resolution 74 (82d Cong., Ist 
sess.), agreed to February 2, 1951. 


use of 


processing, preparation, 


In the interest of simplicity, the sub- 
ject matter of the committee’s investi- 
gation was divided into four parts, and 
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a separate report issued for each sec- 
tion. The first three reports, submit- 
ted on May 12, 1952, June 17, 1952, 
and June 30, 1952, were entitled, re- 
spectively, “Fertilizers,” ‘Cosmetics,” 
and “Food.” Section 201 (f) of the 
Federal Food, Drug, and Cosmetic 
Act defines “food,” in part, as “articles 
used for food or drink for man or 
other animals.” Since water is a food, 
the committee’s views on the fluorida- 
tion of public drinking water could 
have been included in the food report. 
In view of the importance of the sub 
ject, however, the committee decided 
to consider it separately. Your com- 
mittee, therefore, now respectfully sub- 
mits its fourth and final report, entitled 
“Fluoridation of Public Drinking Water.” 


Seven days of public hearings were 
devoted, almost entirely to fluoridation. 
The committee confined itself to hear- 
ing scientific testimony concerning the 
safety and efficacy of this procedure. 
Eighteen witnesses, qualified by their 
background and training, and repre- 
senting both sides of this controversial 
subject, presented their views and rec 
ommedations. 


ll. Discussion 


About 20 years ago scientists deter- 
mined that the presence of fluorine in 
the drinking water of certain areas of 
the country was the cause of a perma- 
nent mottling of the 
teeth of the inhabitants of these areas. 
Later, workers of the United States 
Public Health Service and others re- 
ported that, up to a point, an inverse 
relationship appeared to exist between 
the quantity of fluorine and the inci- 
dence of dental decay in persons con- 
suming There also 
seemed to be a direct relationship be- 
tween the quantity of fluorine in the 
water and the extent and severity of 
the mottling of dental enamel (1). 


discoloration or 


these waters. 








p 








REPORTS TO THE READER 


Fluorine is a gas, and is found natu- 
rally in combination with various min- 
eral salts as a fluoride compound (2). 
These compounds are very poisonous 
(3). The acute toxic effects of fluorides 
have little bearing upon the hazards 
which may be associated with its use in 
public drinking water for the purpose 
of reducing dental decay. As in the 
case of most chemicals used or pro- 
posed for use in food, the hazard, 
if any, will result from the cumulative 
action of small quantities ingested over 
a relatively long period of time. 


The major portion of the scientific 
opinion in this country is that the addi- 
tion to communal water supplies of 
fluoride compounds, in a quantity suf- 
ficient to equal the proportion of about 
one part of flourine to one million parts 
of water, presents no hazard to the 
public health. Such highly qualified 
and reputable organizations as the 
\merican Medical Association, the Na- 
tional Research Council, the American 
Public Health Association, the Ameri- 
can Dental Association, and the Asso- 
ciation of State and Territorial Health 
Officers have endorsed the program of 
fluoridating the public drinking-water 
supply The United States Public 
Health Service has issued an unqualified 
endorsement of the program (4). 


\ minority view is held by a number 
of qualified scientists, who believe that 
the safety of this procedure has not yet 
been sufficiently demonstrated. It is 
their position that the proponents of 
fluoridation are proceeding too rapidly 
in recommending that communities fluo- 
ridate their water supplies immediately 
(5). 

There is little, if any, dispute that 
children who drink water containing 
approximately one part per million of 
fluorine from birth until the age of 8 or 
9, while the teeth are being formed, 
as a general rule will have _ fewe1 
cavities than children drinking water 
containing no fluorine. The extent of 
the reduction of dental decay to be ex- 
pected under such a program can only 
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be approximated at this time, but 
estimates range from one-third to 
two-thirds reduction (6). In any event, 
regardless of what the exact percentage 
may be, a substantial reduction in the 
incidence of dental decay is to be 
expected under an artificial fluoridation 
program, although a really precise esti- 
mate will not be available for several 
vears, when controlled community pilot 
studies now under way are completed. 
Likewise, the severity and extent of 
the mottling of teeth which may occu 
among children ingesting the water 
are not entirely clear. It appears that 
percentagewise, the number of children 
who may develop some mottling of 
their teeth as a result of fluorine inges 
tion will be very small. This may ap- 
pear as white flecks in the tooth enamel, 
and in some cases may be present on 
the front teeth (7) 

The area of controversy concerning 
the fluoridation of water arises over 
the question whether a sufficient amount 
of investigation and study has been 
completed to justify a recommendation 
of universal application of this proced- 
ure at this time. As indicated earlier, 
the majority of scientific opinion is 
that fluoridation of drinking water in 
amounts up to one part per million of 
fluorine is safe. The view of the 
minority group is not that it is known 
that the ingestion of fluoridated water 
at one part per million will result in 
injury to health, but rather that it is 
not known with any degree of cer- 
tainty exactly what subtle physiological 
effects may ensue and that a number of 
important questions still remain un- 
answered (8). 


It is known that fluorine is a very 
toxic element, but comprehensive chronic 
toxicity animal studies have not been 
conducted with water to which in- 
organic fluoride compounds have artifi- 
cially been added (9). It was testified 
that normal kidney function will ef- 
ficiently excrete almost all of the fluo- 
rine ingested through fluoridated water, 
and that the small amount that remains 
will be stored primarily in the bones 
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and teeth, little being stored in the soft 
tissues with the possible exception of 
the thyroid gland (10). However, no 
studies have been published concerning 
the effect or disposition of fluorine if 
ingested by persons with impaired kid- 
nevs. Nor does it appear that any 
long-term controlled studies have been 
conducted to determine the precise ef- 
fect of fluorine upon the soft tissues 
(11). It has recently been reported that 
the fluoride content of placental tissue 
taken from women residing in an area 
which fluoridates its water was con- 
siderably higher than the fluoride con- 
tent of placental tissue from women 
residing in an area whose water supply 
contains merely trace amounts of fluo 
rine. It is not known how much, if 
any, of the fluoride passes to the fetus, 
or whether it is harmful, healthful, or 
neutral to the mother or child (12). 


Proponents of fluoridation rely heavily 
upon epidemiological studies and analyses 
of the vital statistics of communities 
which have had natural fluorine in 
their drinking water for many years, to 
prove that inhabitants of such areas 
are not afflicted with any different or 
more severe illnesses than persons from 
nonfluoride areas. It is estimated that 
there are more than 3 million persons 
living in such communities (13). In an 
epidemiological study all observations 
are related to the group, and it is the 
group statistics which control. This 
type of study is contrasted with a 
clinical study, in which the observations 
remain related to the particular individ- 
ual under study (14). It was the opinion 
of some of the witnesses that epidemio- 
logical studies or analyses of vital sta- 
tistics could not be relied upon to 
determine whether the physical conditions 
of particular persons, such as those 
afflicted with a kidney ailment, would 
or would not be worsened by the in- 
gestion of fluoridated water. Thus, the 
professor emeritus in biochemistry of 
the University of Wisconsin testified on 
this point: 


“Tl wonder whether really there has 


been accumulated evidence from 


any 
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expert examination to show that Uicre 
were no untoward influences over the 
time. As a matter of simply 
do not know. 


fact, we 


“As I always emphasize, the toxic 
limit is a tremendously important mat- 
find communities 
content 


ter and when we 
ingesting a fluorine 
indicated and nevertheless have gotten 
along well and apparently have had no 
pathology, wonder 


such as 


recorded vet we 


how well controlled was the examina 
tion and whether there is not some 
thing after all that did develop that 


we do not know anything about.” (15) 


Fluoridation testified that 
there is no reason to believe that drink 
ing water to which fluoride compounds 
have been added will have any effects 
different from water containing fluorine 
There was other testimony 
with cer 


proponents 


naturally. 
that it cannot be assumed 
tainty that this will be so (16). 


In order to test, on a community 
wide basis, the dental and other phy 
siological effects of adding fluorides to 
drinking water, that ts, whether the 
ingestion of fluoride compounds in water 
have the same effects, in every respect, 
as water containing natural fluorine, a 
series of pilot programs were inaugu 
rated. In 1945, fluoride 
added to the water supplies of Grand 
Rapids, Mich., Newburgh, N. \ 
In 1946, similar projects were started in 
Evanston, Ill, Sheboygan, Wis., Mar 
shall, Tex., and Lewiston, Idaho (17). 
None ot 
been completed. 
minimum of 10 
assess the advantages and disadvantages, 


sodium was 


and 


these pilot experiments las 
It is estimated that a 
years is required to 
if any, of these programs. At least one 
of these studies is designed as a 15-yeat 
study (18). In none of these studies is 
the adult or old-age population being 
studied to determine what pliysiologi 
cal effects fluoridated water have 
on these groups (19). 


will 


(Continued on page 756) 
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REVISION OF 


Canadian Food and Drugs Act 


By R. E. CURRAN, Q. C. 


The Proposed Bill Is Discussed in This Paper, Read at the Annual Meeting, 
Division of Food, Drug and Cosmetic Law, American Bar Association, at 
San Francisco, September 18. The Bill Incorporates a Number of Measures 
Based upon Experience of the Administration under the Present Act 


N PREVIOUS OCCASIONS I have discussed various features of 
the present Canadian Food and Drugs Act, and on one occasion 
made a comparison of it with its counterpart in the United States. 


Today, I shall discuss a proposed revision of the food and drugs 
act in the form in which it was introduced in the Senate of Canada 
on last June 4. This is Senate Bill E 11, entitled: “An Act Respect 
ing Food, Drugs, Cosmetics and Therapeutic Devices.” To avoid confusion 
between the present act and the bill in my remarks, “act’’ will mean the 
food and drugs act and “bill” will mean Bill E 11, which is the pro 
posed legislation. 

I must at the outset make it abundantly clear that this bill is pend- 
ing at the present time, that it has not been enacted either by the 
Senate or by the House of Commons, and that it is not possible at 
this stage to predict when it may be enacted nor whether it will undergo 
changes of a minor or substantial character. I should, perhaps, explain 
briefly that while legislation is ordinarily introduced in the House of 
Commons and after passage in that House is submitted to the Senate, 


this procedure may be reversed as it was in the present case, and legis 
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Mr. Curran is Associated with the Cana- 
dian Department of National Health and 
Welfare, Ottawa, Canada, as Legal Adviser 








lation can be introduced first in the Senate and afterwards in the 
House of Commons. 

In explaining this bill to the Senate, the Minister of National Health 
and Welfare indicated that it was intended that the bill might be 
referred to a special committee of the Senate in order that interested 
groups, including, of course, the trade, would have an opportunity of 
considering its subject, as well as any changes which it would make in 
the present law, and thus be enabled to make representations concern- 
ing relevant features. The bill was referred to the Senate Committee 
on Public Health and Welfare and at the time of the Senate adjourn- 
ment in July was before that committee. Presumably, that committee 
at the next session of Parliament will resume deliberations concerning it. 


As the legal adviser to the department responsible for the adminis- 
tration of the food and drugs act, I desire to avoid any suggestion of 
personal advocacy for its provisions. It would, I think, be improper 
for me as a member of the department to attempt in any way to 
influence opinion, either for or against the legislation which is now pend 
ing. On the other hand, in discussing certain features of the bill it 
becomes impossible not to reflect in my remarks what are considered 
by the administration to be advantageous or useful procedures. | 
hope that any indications of this kind may be overlooked and not 
regarded as any form of personal or departmental espousal. My whole 
intention is to be as factual as is possible ; to indicate the relevant changes 
which the bill in its present form would make to our act; and to leave 
it to anyone to examine the provisions of the bill and decide on the 
merits, or otherwise, of its proposals. 


Being a government measure, the bill incorporates a number of 


measures based upon the experience of the administration under the 
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present act. With these considerations in mind, it may therefore be 
useful to discuss what it seeks to do in contrast to the provisions of 


the present act. 


Without wishing to seem unduly cautious or to hedge my posi 
tion, I think it will be appreciated that it is not possible to discuss in 
detail any particular provisions of the bill nor to give ante facto 
interpretations nor to suggest what regulations might be made under 
its authority. As to the latter, however, I can say that it is not con- 
templated that regulations substantially diiferent from the present 
regulations will be made. 

The bill is of importance to lawyers who specialize in the food and 
drug law. Even though you, as members of a special section of the 
American Bar Association, are not directly concerned with proposed 
legislation in another country, its contents may well become of importance 
through your connections with companies which do business in Canada. 


It may, in addition, hold a vicarious interest because the approach 
to the subject that is reflected in the bill has certain new and, perhaps, 
novel features. It moreover attempts to have regard to what are 
considered to be appropriate features of the food and drug legislation 


of other countries. 


For those of you who are not familiar with Canadian constitu- 
tional law, criminal law is a subject that under the British North 
America Act is assigned exclusively to the federal authority. The 
basis of the food and drug legislation has always been regarded as 
coming within the field of criminal law, and consequently is not 
affected by jurisdictional differences as between provincial and fed- 
eral authorities. 

The bill in seeking to protect the public from injurious or potentially 
injurious foods, drugs, cosmetics and devices, and from fraud in their 
manufacture and sale, is thus brought within the field of criminal law. 

The purpose of the bill, as will be seen, is no different from that 
contained in the present act nor, indeed, from that contained in the 
Federal Food, Drug, and Cosmetic Act of the United States, although 
the constitutional basis of that legislation is different. 


Coming now to the provisions of Bill E 11, it may make for easier 


understanding if I read from the explanatory notes which, under the 
Canadian legislative procedure, are furnished with the text of a bill 
in introducing it to Parliament. I quote: 
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The purpose of this Bill is to revise and consolidate The Food and Drugs Act 
(R. S., 1927, c. 76, as amended); to remove certain anomalies and to make more 
specific provision for certain matters to recognize modern trade and manufactur- 
ing practices. 

The Bill provides a more orderly approach to the subject matter of the legis- 
lation in dealing individually with foods, drugs, cosmetics and devices, and with 
recognition in the case of each of the matters and characteristics peculiar or 
relevant thereto. 

Apart from the rearrangement of the provisions of the Act and the removal 
of certain anomalies therefrom, the Bill also makes specific provision for certain 
matters not contained in the present Act. Amongst these are— 


(i) the keeping of records by manufacturers and others in addition to those 
who are presently required to keep records respecting biological preparations, as 
may be necessary for the purposes of the Act; 


(ii) the prohibition of the sale of an article that has been manufactured, pack- 
aged or stored in an unsanitary place or under unsanitary conditions; 


(iii) a means of judicial as well as administrative determination for forfeiture 
to the Crown of foods, drugs, cosmetics or devices which are in violation of the 
Act, and 

(iv) certain enforcement changes, including an increase in penalties, the pro- 
vision of trial of offences upon indictment as well as by summary conviction 
procedure. 

The above broadly summarizes the purpose of the revision and 
certain of the features which it contains which are not dealt with in 
the present act. I will discuss the bill in the order so outlined. 


The important features of the act and, indeed, of any food and 
drugs act, relate to what are usually described by the expressions 
“adulteration and misbranding,” “regulatory powers, including the 
authority to prescribe standards,” and “provisions for enforcement.” 


‘‘Adulteration”’ as Presently Defined 


The definition of “adulteration” in the present act was enacted 
substantially in its present form in 1884. In 1890 there was added to 
‘the legislation then in force authority to prescribe standards of quality 
for food and drugs, with the provision that a food not conforming to 
such standards was deemed to be adulterated. Misbranding, as a sub- 
ject, was added to the legislation in 1920. 


The early Canadian legislation reflected considerable vision and 
foresight, and it would be proper to pay tribute to the administrators 
whose recommendations were adopted by Parliament with the law 
given the necessary degree of flexibility through regulatory authority 
to keep in step with science, invention, and merchandising methods. 


Despite this vision and foresight, some of the concepts have been over 
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taken, passed and even outmoded by developments which could not 
have been foreseen. 

The phrase “adulteration” is perhaps a good illustration. At the 
time of its adoption, it was accurate to describe conditions which were 
then current, namely, the depreciation or debasement of foods through 
additions or abstractions, as well as due to defects through the lack of 
modern scientific knowledge in processing, packing, preserving and 
storing of foods. 

It may then have been appropriate to describe a food as adulterated 
which did not conform to a standard of purity or strength as prescribed 
by regulations. As time went on, it became neither accurate nor 
descriptive to deem a food as adulterated merely because of the devia- 
tion from the legal recipe established by regulation. 


The purpose of departure from the terms of a standard in the 
majority of instances is not one of debasement or deception, but rather 
one of improvement—to make the food more palatable, to keep it fresh 
longer, to make it of better appearance and, indeed, to incorporate the 
factors which are synonymous with high quality. Despite this change 
in the concept of adulteration, the definition in the present act gives 
no latitude where there is a deviation from a standard to distinguish 
between debasement and improvement. 

Again, to class a cosmetic and a device as a drug, as does the 
present act, gives rise to many anomalies. 

For example, the considerations which govern a drug usually 
relate to purity, strength, potency and the compliance with whatever 
standard is appropriate for its use in accordance with recognized 
medical therapy. These, of course, are covered by the broad phrase 
“adulteration” as it has been used in the act. These considerations 
are, however, not usually appropriate to cosmetics and seldom, if ever, 
to devices. One does not normally think of the strength or potency 
of a cosmetic, and to refer to an adulterated device is nonsensical. 


These are among the anomalies which the bill attempts to remove. 
Others could be cited, but time does not permit of any detailed 
recapitulation of them or of technical points for which special provi 
sion is made in the proposed legislation. 

[ will not attempt any detailed comparison of the proposed legis- 
lation with that of the Food, Drug, and Cosmetic Act of the United 
States. Interesting as such a comparison would be, it is one that can 


perhaps better be made by someone more familiar with the latter Act. 
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The first change of interest from the present Act is reflected in the 
title of the bill itself, which recognizes foods, drugs, cosmetics and 
therapeutic devices as separate subjects. As will be seen, it deals 
with them separately, but in each case with regard to their individual 
characteristics and requirements, as well as those which are uniform. 


While the word “adulterated” is retained in the proposed legisla- 
tion, it has a much more realistic use than is the case in the act. More- 
over, it no longer has application to a cosmetic or a device. 


It will be seen that both Sections 4 and 8, respectively, of the bill 
prohibit the sale of a food or a drug that is adulterated. “Adultera- 
tion” is not used with reference to cosmetics and devices. Section 
24, in subsections 1 (a) and (b), which must be read in conjunction with 
Sections 4 and 8 authorizes regulations, defining either generally or 
with respect to any particular food or drug or class thereof the expres 
sion “adulterated,” declaring that an article is adulterated if any pre- 
scribed substance or class thereof has been added thereto, or extracted 


or omitted therefrom. 


While it is not feasible to indicate how the expression ‘‘adulterated” 
may be defined or with respect to what class of foods or drugs it 
may be used, it will be seen that it authorizes a more realistic treat- 
ment of the concept of adulteration than is involved in arbitrarily 
deeming a food adulterated because it departs from a standard. 


Regulations could—as at present—limit the use of mineral oil, of 
synthetic sweeteners and of chemicals in foods. Except as so author- 
ized, the use of such substances would therefore bring a food within 
the phrase “adulterated.” This would seem to be an appropriate use of it. 

Wholly different considerations arise in the case of the adultera- 
tion of drugs but, subject to some rearrangement and, it is hoped, 
simplicity of approach and clarity of language, Sections 8 to 14 of the 
bill, with the appropriate regulatory authority that is contained in 
Section 24, do not make any substantial change from the present provisions. 


Zecause of the express provisions of Sections 9 and 10 of the bill, 
it becomes somewhat more difficult to outline the considerations that 
become relevant to the adulteration of a drug. In the present act, a 
drug is deemed adulterated if it differs from the standard that is pre- 
scribed or, if no standard is prescribed, from the standard under which 
it professes to be sold. Section 10 of the bill prohibits the sale of a 
drug so differing, but without arbitrarily deeming it to be one that is 
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adulterated. Presumably, matters of strength, potency and purity 
will be the factors to be considered in the use of the phrase “adulterated,” 


as it relates toa drug. 


Use of Schedules Preserved; Others Added 

Before leaving the question of drugs, the use of schedules in the 

act becomes of some interest. The present act contains two schedules 
—one dealing with the diseases for which a food or drug may not be 
represented by label or advertisement to the general public as a treat 
ment and the other with drugs for which special regulatory require- 
ments may be established. In the proposed bill, the present schedules 
are preserved, with two others added. It will be noted that Schedule A 
dealing with prohibited diseases—if I may use that expression—is 


retained in the bill in its present form. 


Section 6 A of the act prohibits the importation, offering for sale 
or selling of a food or drug that is represented by label or advertise 
ment to the general public as a treatment for any of the prohibited 
diseases. The bill in dealing with these diseases extends the prohibi 
tion., It covers, first, the offense of advertising to the general public 
an article as a treatment, preventive or cure for any of the diseases 
mentioned and, also, prohibits the sale of such an article so advertised 
either by label or by a representation made by the vendor. This is con 
sidered to make more direct provision against the evil that Section 6 A 
is intended to meet, namely, the sale of articles for conditions which 
either ought not to be left to self-diagnosis and seli-administration or 


for which there is no known specific. 


Two additional schedules are provided, namely, Schedules B and 
F. Schedule B sets forth a list of pharmacopoeial authorities which 
shall govern the standard under which a drug may be sold, provided 
such drug is not one for which a standard has been prescribed under 
the authority of the bill itself. This list of publications gives to the 
manufacturers considerable leeway in manufacturing and marketing 
drugs where a standard therefor is prescribed in any of these publica 
tions and where, of course, the drug is not one for which a special 
standard has been set by regulation. If it is, then the drug must meet 
that and no other standard. Schedule F, which is also new, is in effect 
Appendix IV of the present regulations, which specifies drugs which 
can only be sold on prescription. The act does not limit the sale to a 


prescription basis of the drugs mentioned in Schedule F, but this limi- 
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tation or restriction would be prescribed by regulation, as is done 
under the present act. It was considered appropriate, however, to 
transfer the list of prescription drugs to a schedule in the act and to 
limit certain phases of the distribution of trade samples of such drugs 
—hence, the addition of Schedule F, which must be read in relation to 
Section 14 of the bill. 


‘‘Misbranding"’ Concept Widened by Elimination of Phrase 


Coming now to the companion of adulteration—namely, misbrand- 
ing—it will be seen that the bill does not anywhere use this phrase. 
In Sections 5, 9 and 19, respectively, dealing with foods, drugs and 
devices, however, there is express provision against the false, exaggerated, 
misleading or deceptive labelling, packaging, treating, processing, sell 
ing or advertising thereof. It was considered that such wide, but 
nevertheless explicit, prohibitions were preferable to the use of a 
generic expression to cover a variety of offenses related to representa 
tions concerning an article. In these sections, however, it will be seen 
that they go beyond the present concept of misbranding in that they 
also cover treating, processing, selling and advertising, as well as 
matters which may create erroneous impressions regarding the character, 
value, composition, merit or safety of such articles. 

You will have noticed that in discussing these provisions which 
are in substitution for what is dealt with under the phrase “misbrand 
ing” in the present Act, I have not mentioned cosmetics. The bill does 
not contain any corresponding provision respecting cosmetics. Lest 
this seem a radical, if not a dangerous, departure from the traditional 
and accepted role of the administration in protecting the consumer 
against not only dishonesty, but his own folly, I should explain that 
this was not an unintentional oversight or omission, but was carefully 


considered in drafting the provisions of the bill. 


It was felt that cosmetic advertising should be distinguished from 
the advertising of foods, drugs and therapeutic devices insofar as mat- 
ters of truth, exaggeration and deception are concerned. The question 
which, of course, immediately arises is whether the public is really 
deceived by exaggerated, deceptive or, even, false cosmetic claims. 
Unless a cosmetic is warranted, if not guaranteed, to do what Nature 
has failed to do, its acceptability by the public becomes dubious. The 
borderline between cosmetics and drugs, of course, rests upon the 
claims which are made. It sometimes becomes a matter of argument 
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as to whether a cosmetic claim has gone beyond proper limits and 
reached into the field of therapy. 


It is considered appropriate in dealing with cosmetics to make pro- 
vision only against cosmetics that might cause injury when used 
according to directions or for such purposes and by such methods as 
are customary or usual; against the use of filthy, decomposed sub 
stances or foreign matter; and against unsanitary manufacturing. 
With these safeguards, it was considered that a product might safely 
seek its own level in commerce and the public, being protected against 
injurious things, could decide on the value of the results which might 
be warranted or guaranteed by the enthusiastic manufacturer. 


Following on from the provisions which deal with deception and 


which I have just outlined, attention should also be paid to the sec 
tions dealing with standards for foods, drugs, cosmetics and devices. 


It is provided with respect to each that where a standard has been 
prescribed for an article, no person shall label, package, sell or adver 
tise such article in such a manner that it is likely to be mistaken for 
such article, unless it complies with the prescribed standard. 


In this connection, the provisions of Section 403 (g) of the Fed 
eral Food, Drug and Cosmetic Act come to mind as possessing certain 


points of similarity as regards food. 


Extension of Coverage Beyond False or 
Deceptive Advertisement 
The Canadian act deals with false or deceptive advertisements 
only, where the bill extends such provisions to matters of labelling, 
packaging, treating, processing and selling, and thus goes considerably 


bevond the present rather limited provisions. 


The above substantially disposes of the general matters which 
Warrant specific mention. It may now be appropriate to deal with 
the points enumerated in the explanatory notes as constituting matters 


for which new or more specific provision is made in the bill. 


The first of these is the authority set forth in Section 24 (g) which 
authorizes regulations to be made requiring persons who sell food. 
drugs, cosmetics and devices to maintain such books and records as 


the Governor in Council considers necessary for the proper enforce 


ment and administration of the act and the regulations. 














PAGE 720 FOOD DRUG COSMETIC LAW JOURNAL—NOVEMBER, 1952 


This authority is not entirely new, but is intended to make more 
specific provision for what is in part at least authorized under various 
provisions of the present act. For example, Section 6 of the present 
act, in dealing with biological preparations, contemplates regulations 
being made respecting the keeping of records. Similarly, Sections 
3 (k) and (kk) which authorize regulations being made respecting 
conditions of sale of certain foods and of drugs likewise contemplate 
the keeping of records in relation thereto. It was considered appro 
priate, however, that in lieu of this authority being contained in various 
sections of the act, it should be set forth more specifically than it 
is at present. 


While access to books and records as are normally kept would 
usually provide the information necessary for the purpose of enforce- 
ment, there are situations where it is essential in the interest of the 
public health to have particular information maintained by the manu- 
facturer or distributor which he might not otherwise consider neces- 
sary for his purposes. It is in this connection that the special authority 


respecting keeping of records would likely be utilized. 


For example, cheese that is not made from a pasteurized source 
is required to be stored under specified temperature controls for a 
period of not less than 60 days prior to its sale. This requirement is 


intended to reduce the risk of typhoid contamination. 


At the present time it may be arguable whether there is any 
authority to require the keeping of temperature-control records such 
as would be needed for the purpose that I have indicated. Regula- 


tions might, therefore, be made which would cover this situation. 


Similarly, in the case of drugs, it may be necessary to require the 
keeping of special records or of special information respecting the 
manufacture, distribution and sale of certain drugs. At the present 
time, the only specific records which are required by regulations to be 
kept are those relating to biological products and, perhaps, the sale 
of drugs which are required to be dispensed only on prescription. It is 
not entirely clear, however, in the present regulations what record 
requirements are involved in this latter class of drug. These, as well 
as drugs which present questions of toxicity, strength, purity or 
potency, may be such as to require the maintenance of particular kinds 


of information in the interest of the public health. 
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Barbiturates provide a case in point. While these drugs can be 
sold only on prescription, it may be important to have available certain 
specific information respecting their distribution. 

In addition, of course, the keeping of lot or batch numbers would 
seem to be a reasonable type of information to require. This, how 
ever, would seem to be information ordinarily kept. 

In the case of cosmetics and devices, it is difficult to foretell what 
special information, apart from lot or batch numbers, might be required. 

In conjunction with the provision that has been mentioned for the 
keeping of records, attention should also be paid to Section 21, which 
deals with the power of inspectors. Among other things, it authorizes 
an inspector to enter any place where he reasonably believes there is 
an article to which the act applies; to open and examine receptacles 
and packages containing such article; to examine books, documents, 
or other records ; and to make copies or extracts therefrom. 

The authority with respect to access to records such as are ordi 
narily maintained, together with the authority to require the keeping 
of records—as briefly outlined—would seem to make more specific 
provision for an important feature of the administration and enforce 
ment of the law than is perhaps contained in the present act. 

In fairness, however, to all concerned, I should point out that 
instances are extremely rare where there has been any refusal or 
reluctance to produce or to give access to records. 

It is therefore not considered that this requirement involves any 
increased onus or responsibility on the part of manufacturers and 
distributors nor, indeed, that it imposes additional obligations. It 
seemed prudent, however, to seek this authority. 

I should, of course, make it clear that cost figures, profit figures 
and like information would not be of the kind that would be sought in 
this connection, nor required to be kept for the enforcement of the act. 


Safeguard Against Unsanitary Manufacturing, Packaging, 
Storage Conditions 


The next new provision involves the prohibition of sale of articles 


manufactured, packaged or stored in unsanitary places or under unsani- 
tary conditions. With the most modern and up-to-date methods of 
analysis, it is still not always possible to detect the presence of filth in 
processed articles. Apart altogether from the inability to detect this, 
it is considered that from the consumer's point of view, he would not 
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wish to purchase articles that had been manufactured, prepared, packed 
or held in unsanitary conditions, even though actual contamination 
had not resulted. 

Here, again, it is not considered that any hardship or difficulty is 
placed on manufacturers or on good manufacturing practices. The 
legislation is neither intended nor expected to do this. 

The next point involves the forfeiture of articles that violate the 
act and which are not, or cannot, be brought into conformity with it. 
In contrasting the present Canadian act with the Federal Food, Drug, 
and Cosmetic Act of the United States at the joint meeting of the 
American and Canadian Bar Associations two years ago, one of the 
points to which | drew special attention was the difference in the methods 
of seizure provided in the two statutes. 

It was pointed out, at that time, that the Canadian statute might 
be open to some criticism in that it did not contain any provisions for 
either judicial determination of an issue involving a seizure or a 
judicial review of the discretionary powers of the Minister in ordering 
destruction of goods that had been seized. 

The bill attempts, in this connection, to retain the desirable 
flexibility of administrative seizures where the owner consents to the 
proposed disposition, but at the same time to permit of judicial deter- 
mination where such consent is not forthcoming. 

The combination, therefore, of the administrative and the judicial 
means of determination would seem to meet any of the criticisms 
which could be levelled against the authority contained in the present act. 

The last point which was specifically mentioned in the explanatory 
notes involves enforcement changes. The penalties are substantially 
increased and provision is made for the trial of offenses on indictment, 
as well as by the present method of summary conviction procedure. This 
corresponds broadly to the difference between felony and misdemeanor. 

Among the enforcement changes, the period of limitation is extended 
from six to 12 months. Provisions are made for venue; the admissi- 
bility and evidential value of certificates of analysis, as well as extracts 
of records; and the identification of a defendant through his name or 
address on a package containing an article which is the subject of 
a prosecution. 


I have attempted in my remarks merely to highlight what would 
seem to be some of the more interesting and important features that 
are contained in the proposed bill and, particularly, in contrast to pro- 
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visions in the present act. There are, of course, many additional 
matters which are of interest and which from one point or another 
might be of more interest than anything I have touched on. 


It would be necessary for anyone who is interested in the subject 
to make a more detailed examination and comparison of the act and 
the bill than has been possible in the time at my disposal. It is hoped, 
however, that I have done justice to the provisions and purposes of 
the proposed legislation and that the various cautions earlier men- 
tioned have not been exceeded. 


In closing, I would like to emphasize again that food and drug 
laws are for the daily protection not only of our citizens, but also for 
the protection of those who are engaged in the production, manufac 
ture and distribution of food, drugs, cosmetics and therapeutic devices. 
It may be timely to point out that this is often overlooked, and that, 
on general principle, opposition is frequently expressed to forms of 
regulatory control, irrespective of their intent and purpose. 

The proposed legislation does not seek adversely to affect, hamper 
or impede the reputable or honest manufacturer, but rather to control 
the carcless, the dishonest and what it has described as the “hit and 
run” operator. The bill seeks, therefore, not only to guard the con 
sumer but also the manufacturer and distributor against dishonest or 
unfair practices. 

Over the years, Canada’s food and drug laws have, on the whole, 
been wisely and effectively administered. The administration has 
been such that the average citizen is scarcely aware of the constant 
efforts made to protect his health and his interests. This is as it ought 
to be and, in large measure, has resulted from the cooperation which 
has been extended to the administration by industry. 

Manufacturers and distributors alike have come to recognize the 
paramount rights of the consumer, and have cooperated by showing 
both zeal and interest in protecting those rights. 

This, perhaps, marks the most significant aspect of our social 
progress in the three quarters of a century since the first food and 
drugs act was brought into force in Canada. 


The proposals which are now before the Senate in Bill E 11 


recognize this progress, and endeavor to reflect and to perpetuate the 
vigor, vision and foresight which has characterized the initial Canadian 
legislation as the earliest of its kind in North America. [The End] 








History of Food Adulteration— 
THE IMPACT OF WAR 


“Thy silver is become dross, thy wine 
mixed with water.”—ISAIAH 1:22 


REVIOUS ISSUES of this JouRNAL’ traced the history of food 
adulteration from early times to the beginning of World War | 
in the twentieth century. This article will conclude the story. 


The impact of two World Wars during the first half of the century 
influenced both the quality and quantity of food in commerce. War- 
time restrictions and dislocations promoted adulteration. This was 
felt even more in Europe than on the American continent. A traffic 
in substitutes and “extenders,” more or less honestly labeled, also 
resulted. A review of foreign patents during the war years as listed 
in Chemical Abstracts for the period 1915-1920, and again for 1940-1945, 
reveals the expedients considered to conserve food supplies. A Dutch 
patent for an artificial milk used the juice expressed from hydrolized 
soya beans. This juice was homogenized with an edible fat, and salt 
added, to form a substitute for milk. During World War I the British 
made an artificial butter from various palm nuts. The nuts were 
ground, heated with alkali to 140° F., and filtered. The filtrate was 
concentrated, a little lactose or other sugar added, inoculated with B. 
lactis to provide a butter taste, and then churned with a vegetable fat. 
There was a German patent during this period that described the 
manufacture of an edible food from horse chestnuts, and another in 
World War II years that proposed to make a food from acorns. This 
patent called for the germination of the acorns in a warm, humid 
atmosphere, and subsequent neutralization with lime water, followed 
by fermentation. The resultant slurry was to be dried, roasted and 
ground. It was then ready for use. Some use was made of wood 
flour as a constituent of bread. This was said to have been fed to 
German prisoners of war. Some German writers said wood flour was 
useless ballast and should not be allowed. In Hamburg, bread was 
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made of two parts rye flour and one part bean flour or bran. Potato 
meal was used extensively on the Continent during both war periods 
as a substitute for flour. Artificial sweeteners were common, dulcin 
and saccharin being frequently found in foods. 

In the strict sense, these cannot be called “adulterations,” since 
the substitutions were made by government edict or disclosed through 
label declaration. However, substitution for the sake of gain also 
occurred. A German technical journal? mentions a substitute cocoa 
that contained 49 per cent sugar, 24 per cent brick dust, 8 per cent 
cocoa shell, and only 19 per cent cocoa. German bakers got around 
rationing of supplies by adding more water to the dough; the use of 
potato flour facilitated this “stretch,” since this flour was capable of 
incorporating more water, without losing it in the oven, than rye 
and wheat flour did. German chemical journals of the period con- 
tained many references to methods of determining the amount of 
potato in bread. There are several reports in German technical liter 
ature that the moisture content of wartime bread was around 48 per 
cent. This may be compared with present commercial baking prac 
tices in this country, which produce a bread containing less than 38 
per cent moisture. 

Great Britain was similarly hard-pressed. Substitutes appeared, 
some by government order and others through the usual channels of 
trade. “Egg extenders” were fairly common. These usually consisted 
essentially of starch of some kind, with possibly some dried milk added. 
Yellow color was always present. The labeling of these products sug- 
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gested egg: “one ounce equivalent to six whole eggs,” “does every- 
thing an egg will do, except boil or fry.” Occasionally a little egg white 
Was present. 

Before World War I, cereal or starch was not allowed in English 
sausage. Government Meat Rationing No. 404 (1918) set the meat 
content of first-quality sausage at 67 per cent, and that of second- 
quality sausage at 50 per cent. This made it possible for butchers to 
incorporate much more water in their sausage, due to the greater 
absorptive power of bread, which was the cereal product usually used. 
ln one sample reported by a public analyst, the “meat” ingredient was 
largely tripe. This particular sample contained about 25 per cent added 
water.* 

An earlier British regulation permitted the use of preservatives in 
heavy cream‘ in the interest of conservation. This edict allowed 
hydrogen peroxide or boric acid up to 0.4 per cent to be used, but did 
require the informatory labeling : 


PRESERVED CREAM PRESERVED CREAM 
Containing BORIC ACID (PEROXIDE) 

Not Exceeding —— PER CENT or SCE ANTE  sosiiiee 
NOT SUITABLE FOR NOT SUITABLE FOR 
INFANTS OR INVALIDS INFANTS OR INVALIDS 


Watering of milk again became common. An honest milk vendor 
in Lancashire had a sign on his cart, reading: “Under Sale of Food 
and Drugs Act all milk sold is more or less diluted and is sold as such.” 
A sample taken from his stock of milk was found to contain 60 per cent 
added water. 


In 1918, a product appeared on the market as a cocoa substitute, 
called “cocoa shell tea.” The product at times also was sold under 
some fanciful name disguising its origin. Before the war, the same 
product was sold in Ireland as a cheap cocoa substitute, under the 
appropriate name “Miserables.” Its composition ranged from 65 per 
cent to 100 per cent cocoa husk, roasted and ground. The way for its 
sale was paved by a Food Controller Order restricting cocoa shell in 
cocoa to 5 per cent, but allowing over 5 per cent shell to be sold at a 
figure not exceeding 6d/Ib. 


England managed to maintain the quality of her tea during the 
first World War. Of the 420 million pounds imported, only 0.04 per 
cent, according to the 1917 report of the Government Chemist, was 
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rejected. Butter did not fare so well. The same report states that 
40 per cent of the imported butters examined were preserved with 
boric acid. That country also relaxed the prohibition against preserva- 
tives in domestic butter. 

Reports from Belgium * on the quality of food during war years 
reveal that milk and flour were the basic foods most usually adulter- 
ated—milk, of course, by skimming or watering, and flour through the 
addition of meal from legumes, corn or barley. One sample was 
reported as containing 41 per cent plaster. Cocoa was eked out, as in 
other countries, with cocoa shell. A mixture of limestone and salt was 
sold as yeast. A most unusual fraud reported was a colored sodium 
silicate (water glass) sold as an edible oil. Ersatz beer in Germany 
was made from malt, flavored with hops, sweetened with dulcin and 
colored with an aniline dye. A similar product in Belgium was brewed 


from beans, millet, tapioca and starch. 


Food Adulteration in United States During World War | 

Adulteration in the United States was not as widespread as in 
Europe. War restrictions on such items as sugar and coffee had some 
effect. Artificial sweeteners and “coffee extenders” again appeared. 
Spices, naturally, were very scarce. The usual adulterations again 
showed up in the market. The high price of eggs brought forth a flood 
of so-called egg substitutes. Pennsylvania authorities listed 43 brands 
on sale in the state in 1919. One product called “Eggola” claimed that 
a three and one-half ounce package was the equivalent of three dozen 
eggs. Such products usually consisted of starch and baking powder, 
occasionally with a little casein, colored yellow. Shipping restrictions 
prevented importation of olive oil, and many seizures and prosecu 
tions occurred because of the substitution of cheaper oils. Cessation 
of imports of gelatin led to the sale of glue as gelatin. A review of 
notices of judgment reveals the ingenuity, if not the honesty, of some 
food manufacturers. Saccharin, caramel and water were added to 
cider, apricot kernel paste was sold as marzipan, colored and flavored 
apple pulp masqueraded as berry pie filling, gelatin was added to thin 
cream to simulate whipping cream, and turnips and parsnips were 
found in prepared horseradish. “Canned beans in tomato sauce” turned 


out to be soya beans in spiced, colored starch paste. 
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The difficulty in protecting and maintaining basic identities of 
foods during war conditions is illustrated by the change in composition 
of ice cream brought about by our efforts to conserve butterfat during 
World War II. In 1942 the Federal Security Agency held extensive 
public hearings with the purpose of formulating standards for ice 
cream and related products. This was before shortages in dairy prod 
ucts became acute. The record of this hearing, which reflected condi- 
tions prevailing in prewar years, indicated that the national average 
for the butterfat content of plain ice cream was close to 12 per cent. How 
ever, before a standard for ice cream could be promulgated, the Food 
Distribution Administrator, over the signature of the Secretary of 
\griculture, issued Food Distribution Order No. 8 (Federal Register, 
January 21, 1943, page 953). This order defined ice cream as “any 
frozen dairy food containing 8 per cent or more of milk fat.” Other 
Food Distribution Administration orders limited the amount of milk 
solids that could be used by a processor of ice cream to 65 per cent 
of that used by him in a designated previous period. All this led to 
the postponement of any efforts to promulgate a standard for ice cream, 
since enforcement of a 12 per cent fat standard would be contrary to 
the demands of the war program, and a lower standard—which would 
be likely to continue in effect after the war—would not be in the inter- 
est of the consumer. Most of the states lowered their standards in 
order to comply with various conservation orders. Many of these 
states went back to their prewar standards after the cessation of 
hostilities, 

Conditions in Canada were very similar. That country had more 
direct control of adulterations through the promulgation of legal stand- 
ards—a device not used in this country on a federal scale until 1938. 
As far back as 1908, Dr. Anthony McGill, Chief Analyst for the Domin 
ion, had drafted proposed standards for certain foods, based in part 
on the advisory standards published by the United States Department 
of Agriculture under the 1906 Act. These standards were legalized by 
Orders in Council in 1910 and 1911. They included edible vegetable 
oils, honey, fruit products and flavoring extracts. Later Orders in 
Council added to the list.© Canada for years had prohibited the sale 
of oleomargarine. In 1918 this ban was rescinded under a war-meas- 


ures act. A survey made the year before by the Canadian Inland 
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Revenue Department had not disclosed a single instance of the sale of 
oleomargarine as butter. 


The interval between World Wars I and II constituted an uneasy 
truce. Trade conditions were still unsettled. A concerted drive by 
state and federal officers had about abolished the fraud of coloring 
plain or water noodles to resemble egg noodles. Another fraud—the 
interstate sale of colored diluted acetic acid for cider vinegar—was 
brought under control, although the fraud was still quite common 
within state boundaries. Traffic in watered oysters and scallops was 
lessened. There was some “stretching” of prepared meat products, but 
this was largely intrastate in character. In New York City, the Bureau 
of Food and Drug Inspection prohibited the addition of cereal and 
artificial color in sausage.” This actually was a two-fold adulteration, 
since the addition of cereal allows the absorption of considerably more 
water. The Maine Agricultural Experiment Station reported it had 
found up to 8 per cent cereal in seven of the 38 samples submitted to 
it for test. Massachusetts made a survey of state markets in 1925, but 
found only 73 samples containing excessive water out of 1,000 samples 
examined. In 1925 there was a revival of an old cheat—that of selling 
a mixture of casein, coconut oil, salt, water and color as cottage 
cheese.* A New Jersey firm was prosecuted under the Federal Filled 
Cheese Act for selling as cream cheese a product made from powdered 
milk, water and coconut oil. Another gross fraud showed up in 1925- 
that of selling frozen poultry in which water had been forced, by means 
of a syringe, into the abdominal cavity of the bird just before freezing. 
Up to 20 per cent increase in weight was thus obtained. 


The use of saccharin was hard to down. In 1927 Lythgoe * sampled 
740 consignments of soft drinks on sale in Massachusetts. Of these, 
11 per cent contained saccharin. The Bureau of Chemistry found 
saccharin used as a sweetener in canned corn and canned succotash. 


Federal notices of judgment issued during these inter-war years 
disclose such adulterations as gelatin added to low-fat cream to in- 
crease its viscosity, cayenne pepper added to a cheese spread to simu- 
late the flavor of aged cheddar cheese, and fillets of sand eels labeled 
“anchovy fillets.” During this period, Pennsylvania food authorities 
reported two instances of the sale of milk containing foreign fats and 





“119 American Food Journal 436 (1924). * Footnote 8, at p. 428. 
820 American Food Journal 228 (1925). 
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several cases in which lard had been adulterated with cottonseed oil. 
The growing shortage of solvents, such as alcohol and glycerin, 
brought about the attempted use of other more poisonous liquids, such 
as diethylene glycol as a flavor solvent used in soft drinks, and isopro- 
pyl alcohol as a substitute for grain alcohol in flavoring extracts. Ex- 
treme or criminal carelessness was the cause of many dangerously 
adulterated foods, both in domestic and in import status. Examples of 
this type occurring in this country during 1935-1939 were dried lima 
beans contaminated with litharge, and rice with lead chromate ; cocoa 
beans mixed with lead ore concentrate, and another lot with chromic 
acid; and raisins containing up to 80 parts per million of hydrogen 
cyanide. This latter contamination occurred when a lot of raisins was 
stranded on a San Francisco dock when a strike was called. The raisins 
were fumigated before removal from the dock, to halt an insect infesta- 
tion. 


Further Stimulation by World War Il 


World War IIl—first abroad and later in this country—further 
stimulated adulteration of food. Sale,’® in his presidential address to 
the Association of Official Agricultural Chemists, describes some of the 
wartime problems encountered. He points out that there was hardly 
any type of food for which an “extender” or a substitute was not 
offered. Chocolate boosters, particularly those sold to manufacturers 
of candy or baked goods, enjoyed a wide sale. One, called “Natural 
Malacocoa,” was roasted cottonseed flour. Coffee “stretchers” ap- 
peared again on the grocers’ shelves. ‘“‘Koff-ee-aid” was roasted malted 
barley. Another was roasted garbanzos and chicory. Even spent coffee 
grounds, a substitution very uncommon in this country, were at times 
an ingredient. A “pure coffee concentrate” was a mixture of caramel, 
water and flavor. Wharton ™ points out some of the problems encount- 
ered in the examination of imports during this period. Importations 
of candy and spices were particularly suspect. 

The annual report of the Food and Drug Administration issued 
soon after the close of hostilities in 1945 paid tribute to the notable 
job done by the American food industry in the face of serious difficul- 
ties. It stated that “deliberate attempts of the minority fringe to 
exploit emergency conditions . . . were confined to a comparatively 
small number of operators.” The “perverted ingenuity” of this fringe 
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resulted in diverse atternpts to debase foods. Bakers and confectioners 
were in particular difficulties, since much of the material they depended 
on for flavor and appeal was imported. Some stretched out their edible 
oil with mineral oil, and sugar with saccharin. Various “imitation 
nuts” appeared. There was the peanut and coconut candy bar in which 
puffed wheat substituted for peanuts and white corn flakes simulated 
flaked coconut. Roasted soya beans or various cereal products, usually 
browned by heat, imitated nuts. Pecan pies had a toasted cereal top- 
ping for part of the pecans. Peach and apricot kernels masqueraded as 
almond. A “catsup-style sauce” was made from beet pulp, artificial 
vinegar, colored red with a coal tar dye, and preserved with sodium 


benzoate. It was packed in a catsup-style narrow-necked bottle. 


Meat rationing presented difficulties. The horse occupied the 
butcher’s cabinet instead of drawing his cart. The 1945 annual report 
quoted mentions dressed muskrat that reached the consumer as rabbit. 
\ppropriately cut pieces of fish appeared in restaurants as scallops. 
A “chicken chop suey deluxe” was seized in 1946 because it contained 
only 1 per cent chicken. Devious schemes were tried to increase the 
weight of poultry, both during the war and in following years. One 
of the simplest was to stuff the crops of “New York-dressed” turkeys 
with oats and water. The weight was increased as much as one and 
one-quarter pounds, so that $18 worth of oats returned $360 in one 
shipment seized in New York. Another was to inject water into the 
birds just before freezing. Some firms tried soaking poultry 24 to 36 


hours in ice before shipment. 


This economic cheat still continues. An Associated Press report 
dated July 8, 1952, quoted a Chicago Board of Health officer as saying 
that consumers may be buying as much as four pounds of ice in their 
purchases of frozen turkeys and chickens. He reported that the board’s 
inspectors had embargoed some 50,000 pounds of frozen poultry be- 
cause both turkeys and chickens “had been pumped full of water before 
being frozen and sold.” Dealers had bought whole frozen fowl, thawed 
and eviscerated them, injected water by means of a hypodermic needle, 
‘needled’ turkeys had been shipped 


‘ 


and refrozen them. Some of these 
before the Chicago Board of Health’s investigation. These independ- 
ently came to the attention of federal food and drug inspectors in 
Cincinnati and Cleveland through complaints by dealers in those cities. 
One dealer complained that when he thawed the frozen turkeys for 
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the convenience of restaurants and hotels he lost from ten to 14 pounds 
on each crate of four birds. The inspectors easily detected the needle 
puncture marks where the water had been injected—one on each side 
of the breast and one on each thigh. Each turkey was found to contain 
about a quart, or two pounds, of added water. Federal courts libeled 
about 32,000 more pounds of these water-logged turkeys in the two 
Ohio cities. 

Yellow-colored water was stirred in with whole eggs, just before 
freezing, to yield a good profit. Federal authorities seized two lots of 
dried eggs in 1941 because the product contained 50 per cent of soya 
bean flour, the addition being concealed by the use of a yellow dye. 
A product called “Egg-O-Milk” contained little egg or milk. It con 
sisted essentially of malt flour, barley, wheat flour and soya meal. 

War conditions sharply increased the traffic in spurious olive oil. 
Forty-nine federal seizures of such adulterated oils were accomplished 
in 1941. One firm even added calculated amounts of squalene, a hydro- 
carbon found in much higher amounts in olive oil than in the oils 
usually used as diluents, in order to fool government chemists." 
Mineral oil also was used as an adulterant; nine shipments of salad 
dressings were seized during 1943 because this non-nutritive oil was 
substituted in whole or in part for edible oil. 

Butter substitutes or “stretchers” were offered, trading on the 
patriotic urge to conserve butterfat. One of these, containing only 
30 per cent butterfat, was labeled “Victory Butter.” “Soya Butter.” 
another substitute, contained no butterfat. The Food and Drug Ad 
ministration’s 1941-1943 Annual Reports described the activities of a 
man who bought oleomargarine at 16 cents to 22 cents per pound, 
colored it, wrapped it in quarter-pound sticks, and sold it as “country 
butter.” His activities were intrastate in character, so action was 
brought by state authorities where the fraudulent product was pack- 
aged. Severe penalties were also assessed by the United States Treas- 
ury Department for evasion of the federal tax on colored oleomargarine. 


A sardine packer was fined $5,000 in 1952 for labeling canned 
sardines “packed in olive oil,’ when in fact they had been packed in 
corn oil infused with an olive-oil flavor. 

The shortage of citric acid brought forth substitutes. One, danger- 
ous to health, was an impure saccharic acid offered to manufacturers 





286 FOOD DRUG COSMETIC LAW 
JOURNAL 107 (1951). 














FOOD ADULTERATION PAGE 733 


of sherbets and carbonated beverages. Side reactions occurring in the 
preparation of this acid formed small amounts of hydrocyanic and 
oxalic acids. To cap the climax, some lots of the product picked up 
considerable amounts of arsenic from the second-hand barrels which 
were used as shipping containers. 


The end of the war in the Pacific found many warehouses filled 
with spices that had been in storage during the hostilities. Most of 
these were of low condimental value through loss of essential oils 
during the years of storage. Many lots were also badly rodent- and 
insect-infested or moldy. During the fiscal year ending June 30, 1946, 
15 million pounds of these badly deteriorated spices were refused entry 
to a market clamoring for fresh spices. This stimulated a traffic in 
“imitation pepper” and other imitation spices. Some were not labeled 
as imitation. Other scarcities continued after the war. Spurred on by 
the high price of butter, some Philadelphia operators conceived the 
idea early in 1950 of adding ice water to legal butter, dumping it into 
a churn, and rechurning as soft “country roll butter, fresh from the 
farm.” These people were not only prosecuted under the Food, Drug, 
and Cosmetic Act, but found themselves assessed ten cents a pound 
by the Bureau of Internal Revenue under the Adulterated Butter Act. 


Shortages in vitamins induced some manufacturers to retrench in 
the addition of vitamins to enriched foods. The Connecticut Dairy 
and Food Commissioner, in 1941 '* reported that 17 per cent of state 
wide samples of Vitamin D milk was definitely below guarantee. Their 
report for the year following the war ™ stated that only 4 per cent of 
the Vitamin ID milk examined failed to meet the standard of potency 
of Vitamin D. 


History Repeats Itself 


A history of adulteration of food in other countries during World 
War IT is largely an encore of the World War I. Rules were again 
relaxed, allowing legal substitution for scarce food constituents. As 
examples, ice cream in England could contain only seven and one-half 
per cent butterfat. Sausage could contain seven and one-half per cent 
defatted soya meal. In 1943, the Ministry of Food required only 25 
per cent fish in fishcakes. This was increased to 35 per cent in 1945. 
A British public analyst reported as low as 10 per cent fish in this 
product in 1941, 





46th Report on Food Products, Con- “5lst Report on Food Products, Con- 
necticut Agri. Exp. Sta. (1942). necticut Agri. Exp. Sta. (1946). 
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Postwar years varied little from actual war years. True, some 
shortages were relieved, but export and import restrictions, managed 
currencies, and other factors of a still-strained economy affected food 
supplies. World-wide shortages of sugar brought back the use of 
saccharin as a substitute for part of the sugar in soft drinks, ice cream, 
cakes, etc., both in this country and in Canada. Two newer artificial 
sweeteners, Dulcin and P-4000, were forbidden in the United States 
as being dangerous to health but were met with occasionally in Europe. 


Scarcity of edible oils was a temptation to use mineral oil. Cana- 
dian authorities *° seized two and one-half tons of a shortening that 
contained 20 per cent mineral oil. When the inspector called to super- 
vise destruction of the oil, he found it had vanished. It took the efforts 
of the Royal Canadian Mounted Police to locate the oil, which had 
been worked into a much larger amount of lard, and sold as lard to 
Toronto bakers. Additional penalty was then imposed for evading 
the seizure. In this country, a review of notices of judgment since 
1946 shows that mineral oil was found in salad dressing, cake icing, 
cream and butter. One salad dressing, labeled “contains cottonseed 


oil,” was 96 per cent mineral oil. 


Manufacturers Not Always to Blame for Adulterations 


Sometimes the manufacturer may be an innocent victim. Cream- 
eries depend on the “Babcock test” to determine the amount of fat in 
cream, as a basis of payment to the farmer. In this test, the butterfat 
of the cream is gathered into the graduated neck of a flask, and the 
percentage of butterfat in the cream can be determined from these 
flask graduations. Any foreign oil present in the cream will, of course, 
collect with the butterfat and will raise the apparent butterfat content 
of the cream. A few years ago an enterprising mineral-oil salesman 
travelled throughout the Midwest selling farmers an idea by which 
they could get more money for their cream. The idea was a simple one: 
Add this mysterious liquid to your milk or cream, in calculated 
amounts, and your milk will immediately show a high Babcock read- 
ing. The salesman would be very glad to sell this liquid (colorless light 
mineral oil) and directions for use to the farmer, for a price. Butter 
manufacturers later bought this cream from the creamery, and before 
long they received disturbing citations from state and federal food 
officials that they were “adding mineral oil to butter.” The butter 
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men were at a loss to explain this adulteration, since the ordinary 
control tests used in butter production would not distinguish one kind 
of oil or fat from another. Good detective work back in the rural areas 
where the cream came from finally uncovered the scheme. 


Ground spices, particularly pepper, were often grossly adulterated. 
The high price of meat again brought horse meat into the market as 
beef in many states. At times this reached the proportions of a “racket,” 
such as was uncovered in recent months in the Chicago area. There, 
two firms and three individuals were found relabeling barrels of fed- 
erally inspected horsemeat, through the removal of the stencilled words 
“horse meat” from the barrels, and imprinting instead “shanks” or 
“chucks.” They also trimmed the green “horse meat” imprint placed 
on the carcasses by federal meat inspectors. The meat was then sold 
as beef, either as cuts, or as hamburger. 


Sometimes, consumers were overly cautious. In Quebec, a man 
sent a sample in to the government laboratory for analysis because he 
thought the butcher sold him horse meat for beef. The meat in ques- 
tion turned out to be venison. In the United States, extensive interstate 
traffic was discovered in 25-cents-per-pound horse meat masquerading 
as choice beef cuts at $1 or more a pound.’® Four large lots suffered 
federal seizure. This traffic continued through 1951, in both local and 
interstate channels. “Watered oysters” again demanded a lot of 


attention. 


The development of organic chemistry during the last war, and 
after, has brought forth a host of new substances recommended di- 
rectly or indirectly for food use. Research has also suggested uses 
for some of the older chemicals in foods. Three ways chemicals may 
be added to foods are: (1) for nutritive value, such as synthetic vita- 
mins and amino acids, (2) for functional value, such as calcium salts 
as firming agents in canned vegetables or preservatives and emulsifiers 
in certain foods, and (c) as unintended residues from treatment of the 
raw fruit or vegetables with insecticides. Many of these chemicals 
are harmless, some have toxic properties and some have been insuffi- 
ciently studied, so that a definite opinion cannot be given by experts. 
Of the harmful ones, some, such as monochloroacetic acid or thiourea, 
are toxic per se. Others react by their bio-chemistry to form harmful 
end products. One example of the latter is ethylene glycol, which 
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oxidizes in the body to the poisonous substance oxalic acid, A Select 
Committee to Investigate the Use of Chemicals in Foods was appointed 
by the Eighty-first Congress, and the appointment was renewed by 
the Eighty-second Congress. This was the well-publicized “Delaney 
Committee.” Space will not permit further discussion of this subject. 
These committees have issued several reports to date. These may be 


consulted for details.’ 


There have been some attempts at international meeting of minds. 
International conferences have debated, more or less feebly, the need 
for agreement between nations on methods for controlling traffic in 
adulterated foods. At an International Medical Congress in Amster- 
dam in 1875, a Belgian delegate voiced regret that governments 
attempt to safeguard the health of their own citizens, but make little 
effort to control exportation of adulterated or sophisticated merchan- 
dise from those countries. Various similar congresses on pharmacy, 
medicine, public hygiene and other subjects have comments on the 
desirability of uniform legislation among the countries represented. 
The first real effort to initiate concerted action by the major nations 
was put forth by the Society of the White Cross, in its Congress on 
the Repression of Frauds, held at Geneva in 1908, and again at Paris 
in 1909.18 The first session developed the doctrine now held generally 
by enforcement agencies that while government cannot expect foods 
to be absolutely pure (the “CP” of the chemist), it does expect foods 
to be made by the best commercial practice available and, furthermore, 
if that “best practice” cannot reduce toxic elements in certain foods 
below a recognized danger level, those foods should be banned. There 
was also some discussion of standards for foods. The 1909 session 
concerned itself with a study of contamination with a foreign sub- 
stance a food may have before the consumer's health may be affected. 
Effects of preservatives, in particular were debated. There were 28 
countries represented at this Congress. Dr. Harvey W. Wiley. father 
of the first Food and Drugs Act, represented the United States. 

The detection of adulteration in foods has progressed greatly since 
the days of Accum, Hassall and Liebig. Exacting technique, involv- 
ing such intricacies as weighing a precipitate of the order of a mil- 





Hearings Before the House Select Com- 18 Krainik, L’evolution de la Repression 
mittee to Investigate the Use of Chemicals des Fraudes et Falsifications Alimentaires 
in Foods, 81st Cong. (H. R. 323), 82nd (1911). 

Cong. (H. R. 74). 
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lionth of a gram; the use of expensive equipment such as a phase 
microscope, or recording spectrophotometer; and proficiency in sev- 
eral sciences are now requisite. The Food and Drug Administration 
now employs chemists, nutritionists, physicians, pharmacologists, bac- 
teriologists, physicists, toxicologists, microanalysts, serologists and 
other scientists, all engaged in the detection of adulterants in foods. 
Private industries, and particularly industrial associations, have in- 
stalled elaborate laboratories for the same purpose. 


Picture Still Changing 


Things were far different at the beginning of the century. Dun- 
bar ’® has described his first day as an analyst for the then Bureau of 
Chemistry in 1907. He was assigned a series of samples of vanilla 
extract for examination, together with a small government circular 
containing “official methods” for the analysis of a comparatively 
small number of food products. Flavoring extracts (vanilla, pepper- 
mint, lemon) were included in this small list. Examination of other 
foods for possible adulteration had to await development of new meth 
ods of analysis. It was quite common in those early days for inspectors 
to submit to the Bureau field laboratories samples which they knew, 
by their own observations in the factories, to be grossly sophisticated 
or even to be entirely unfit for human consumption. The enforcement 
laboratories, however, were unable to prove objectively the existence 
of the adulteration. One of the main tasks of the new enforcement 
units was to expand the number of foods that could be profitably ana- 
lyzed. This was done, both in Washington and in the early field lab- 
oratories, and is continuing today. The number of ingredients that 
may be found in modern foods (witness the Delaney Committee re- 
ports) would stagger a nineteenth-century analyst. Reliable methods 
for detection or analysis of many of these have yet to be worked out. 
This is particularly true of those ingredients—and there are many— 
that are present in micro amounts. The history of the campaigns yet 
to come against food adulteration bears signs of being as interesting, 
and as complex, as those described in these pages. [The End] 
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‘‘Adequate Directions for Use” 


In This Paper, Presented Before the ABA Meeting on September 17, 
1952, the Author Discusses What Is Embraced Within This Labeling 
Requirement. The Views Expressed by the Author Are His Own 
and Are Not Necessarily Those of the Federal Security Agency 


DRUG MUST BEAR “adequate directions for use” in its labeling 

or it is misbranded under the Federal Food, Drug, and Cosmetic 
Act.' The statute provides for certain exemptions * from this require- 
ment of “adequate directions for use,” but those exemptions are not the 
subject of this paper. 

What is embraced by the term “adequate directions for use”? 
While this is a national question, it has undergone especial scrutiny 
by the United States Court of Appeals for the Ninth Circuit,® and is 
therefore particularly appropriate for the consideration of this group 
convening in San Francisco. 

As Mr. Justice Rutledge has stated, the Federal Food, Drug, and 
Cosmetic Act is “long and complicated,” * yet the objective of the Act 
is extremely simple—to protect the purchaser from deception and 
hazard. This unequivocal over-all legislative intent has been of great 
assistance to the courts in construing various provisions of the Act. 
Many years ago, the Supreme Court declared: “The purpose of the 
law is the ever-insistent consideration in its interpretation.” ® That 
purpose has been important in the judicial approach to the significance 
of the statutory language “‘adequate directions for use.” 


v. El-O-Pathic Pharmacy et al., CCH FOOD 





121 USC Sec. 352 (f) (1). 


221 USC Secs. 352 (f) (1) and 353 (b). 
Note also regulations promulgated by the 
Federal Security Administrator on July 22, 
1952, and published in 17 Federal Register 
6818. 

3 Colgrove v. U. S8., 176 F. (2d) 614 (CA-9, 
1949), cert. den., 338 U. S. 911; Alberty 
Food Products Company v. U. 8S., CCH 
FOOD DRUG COSMETIC LAW REPORTS 
{ 7182, 185 F. (2d) 321 (CA-9, 1950); U. S. 


DRUG COSMETIC LAW REPORTS { 7206, 
192 F. (2d) 62 (CA-9, 1951); Alberty Food 
Products et al. v. U. 8., CCH FOOD DRUG 
COSMETIC LAW REPORTS { 7225, 194 F. 
(2d) 463 (CA-9, 1952). 

*See his concurring opinion in U. S. v. 
Sullivan, 332 U. S. 689, 699 (1948). 

5 U. 8. v. Antikamnia Chemical Company, 
231 U. S. 654, 667 (1914). 
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It is common knowledge that many drugs could not be soid at all 
except upon false and misleading representations directed to the credulous 
and the ignorant. If such misrepresentations appear in the labeling of a 
a drug, then the drug becomes contraband of commerce under 21 USC 
Section 352 (a), which declares that a drug is misbranded if its /abeling 
is false or misleading in any particular. The obvious dodge of the 
unscrupulous promoter is to try to keep the labeling “clean” and to 
make his misrepresentations through collateral means outside of the labeling. 


Against this effort to circumvent the law, the government has 
vigilantly persisted in a two-pronged attack: on the one hand, to 
demonstrate that the statutory term “labeling” ° encompasses much 
more than a leaflet inserted in the carton of a drug and, on the other 
hand, to establish that the use of means other than labeling to convey 
unwarranted therapeutic claims does not render the Federal Food, 


6 


Drug, and Cosmetic Act impotent. 


Through several landmark decisions of the Supreme Court,’ it has 
now been settled that where literature and drugs are shipped interstate 
as part of an integrated distribution program, the literature “accom- 
panies” the drugs and constitutes “labeling,” though it is shipped sepa- 
rately and at a different time from the drugs.* 

However, it is obvious that certain types of conventional advertis- 
ing media—such as newspapers, magazines, radio and television—will 
ordinarily be considered beyond the limits of labeling. Aware of this 





6 21 USC Sec. 321 (m) (2). is unnecessary that the literature move 


* Kordel v. U. 8., 335 U. S. 345 (1948); interstate at all. U. 8. vw. Four Devices 
U. §. v. Urbeteit, 335 U. S. 355 (1948). . “Color Therm,” 176 F. (2d) 652, 654 


* Under the Miller Amendment to the Act (CA-10, 1949). 
(see 21 USC Secs. 331 (k) and 334 (a)), it 
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circumstance, the modern medicine man who seeks a national dis- 
tribution for his worthless concoction has devised labeling which is 
discreetly silent as to any therapeutic claims. But in his collateral 
advertising,® he has gone hog wild. 

A typical example is the following label taken from a recent case 
decided by the Court of Appeals for the Ninth Circuit.’"° The entire 
label read: 

[FRONT PANEL:] 
ALBERTY 
Garlic 
Vegetable Oil Perles 
Fresh Garlic Concentrated Eight to One and 
Combined in Vegetable Oil. 
500—6 Min. Perles 
Price $5.00 
Distributed By 
Alberty Food Products 
729 Seward Street 
Hollywood 38 California 
[EACH OF THE TWO SIDE PANELS:] 
One or 2 Perles Before Meals, a Convenient 
Way of Including Garlic in the Diet. 


But these garlic pills were admittedly represented by the distribu- 
tor, in collateral literature and advertising, as useful for the following 
purposes and conditions: 

High blood pressure; various gastro-intestinal disorders; heart failure; ha 
dening of the arteries; gastritis; some forms of dyspepsia; peptic ulcer; exerting 
an anti-diarrheal effect in gastro-intestinal disease; producing certain desired 
results in amebic dysentery and some forms of cholera; fighting staphylococci 
which abound in boils and carbuncles; lessening the growing power of germs and 
impairing their oxygen metabolism; waging war against types of germs which 
are not attacked by penicillin; cramping the style of paratyphoid bacteria; and 
remedying the effects of over-indulgence in alcoholic drinks. 

The government contended this article was a drug and misbranded 
under 21 USC Section 352 (f) (1) in that the labeling failed to bear 
adequate directions for use. Specifically, the misbranding arose from 
a failure of the /abeling (1) to enumerate the disease conditions for 
which the garlic pills were in fact intended and offered to the public 
and (2) to state the dosage, and frequency and duration of administra- 
tion for the treatment or prevention of such conditions. 





* Control over false advertising is pro- Cosmetic Act to Drug Advertising.’’ 5 
vided for under the Federal Trade Commis- FOOD, DRUG, COSMETIC LAW JOUR- 
sion Act. For an interesting discussion of NAL 45-46, 52 (1950). 
the relationship between that act and the ” Alberty Food Products et al. v. U. 8., 
instant one, see Vincent A. Kleinfeld, ‘‘Ap- CCH FOOD DRUG COSMETIC LAW RE- 
plicability of the Federal Food, Drug, and PORTS { 7225. 194 F. (2d) 463, 464 (1952). 
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Alberty Food Products, the distributor of the pills, argued that this 
product was a food and not a drug. While the statute defines" a 
“drug” as an article “intended for use in the diagnosis, cure, mitigation, 
treatment, or prevention of disease,” Alberty argued that the intended 
use of a product—for the purposes of the Federal Food, Drug, and 
Cosmetic Act—could be determined only by an examination of the 
labeling. If this view were sustained, the garlic pills would not be a 
drug and would, therefore, not be subject to the drug requirement of 
the law that the labeling bear “adequate directions for use.” 


Rejecting this and other arguments advanced by Alberty, the 
appellate court said: '* 

In order for the labeling of a drug to bear “adequate directions for use” within 
the meaning of 21 U.S.C.A. 352(f)(1) it must, among other things, state the pur- 
poses and conditions for which the drug was intended and sufficient information 
to enable a layman to intelligently and safely attempt self medication... . 

While appellants agree with this construction they argue that such fact must 
be determined from the labeling alone. This contention is without merit. It is not 
sufficient that the labeling contain a minimum of information and the use of the 
drug be induced by elaborate collateral representations. To permit the operation 
of such an escape valve would render the aims and purposes of labeling require 
ments nugatory. Adequate labeling is best suited to obtain the beneficent purposes 
contemplated by the Act, viz: broad protection of the consumer from adulterated 
or misbranded drugs, etc., and as a practical matter places no burden on thos« 
motivated by an honest belief that the claims made for their drug will be ac 
complished by its use. 

In this case, as in others, the argument was also made that the 
consideration of advertising in a case under the Federal Food, Drug, 
and Cosmetic Act is an invasion of a field exclusively under the juris 
diction of the Federal Trade Commission, which has control of false 
advertising. The answer of the appellate court was: 

This contention fails to grasp the scope and purpose of the inquiry with 
which the Court was concerned. It is not the truth or falsity of the literature and 
advertising which is challenged; it is merely consideration, as evidence, of claims 
promulgated by the manufacturer in measuring whether the information com- 
municated by means of the label adequately describes the diseases or conditions 


for which the drug was intended. 

In substance, the government's position is that it and the public 
have a proper interest in seeking full compliance with the “labeling” 
requirements of the Federal Food, Drug, and Cosmetic Act, including 
that of “adequate directions for use.”” If, as an indirect result of such 








1! 21 USC Sec. 321 (g) (2) 2 See footnote 10. 
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compliance, a distributor must temper his “advertising” claims or run 
afoul of both the Federal Food, Drug, and Cosmetic Act and the Fed- 


eral Trade Commission Act, 


that is not cause for the government 


to relax its vigilance with respect to data required in the labeling. 
There is no reason why a person, who has violated two laws, must be 
held responsible under one law rather than under another. 


Under these circumstances, the choice of enforcement action lies 
with the government and not with the vendor of the garlic pills. 


In closing, let me state that it has been 
here and to participate in this meeting. 


a real privilege to come 


[The End] 
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The Expanded Meaning of 


‘‘Adequate Directions for Use” 


By EUGENE M. ELSON 


Subdivisions (a) (1) and (o) of New Regulation 1.106, Promulgated 
Following Durham-Humphrey Amendment of Section 503 (b) of 
the Federal Food, Drug, and Cosmetic Act, Were Discussed at the 
September ABA Meeting by the Writer, a California Attorney 


HE RECENT ENACTMENT of the Durham-Humphrey Bill’ 

amending Section 503 (b) of the Federal Food, Drug, and Cosmetic 
Act effected a major change in the drug portion of the Act. It spelled 
out for the first time categories of drugs to be dispensed only upon 
prescription—those for which no adequate directions for use may be 
written. Another major change was accomplished by the Court of 
Appeals, Ninth Circuit, in Alberty Food Products et al. v. U. S., CCH 
Foop DruGc Cosmetic Law Reports § 7225, (February, 1952) 194 F. 
(2d) 463. It was held in that case that (a) an article is a drug if it is 
intended for any of the uses specified in Section 201 (g) of the Act; 
(b) in determining the intended use, resort may be had to collateral 
advertising and and literature or other media of communication whether 
or not it constitutes “labeling” (Section 201 (m)), employed by the 
seller, to determine the purposes for which the drug is offered to the 
of the drug does not offer it for those collater- 


’ 


public ; (c) if the “labeling’ 
ally advertised purposes and conditions, then the “labeling” fails to bear 
adequate directions for use within the meaning of Section 502 (f) (1). 

Following the amendment to Section 503 (b), the Federal Security 
Administrator revoked former Regulation 1.106 (21 CFR 1.106) and 
promulgated a new Regulation 1.106. (CCH Foop DruGc CosMetic 
Law Reports, page 1069). This new regulation constitutes the adminis- 





*Public Law 215, 82d Cong., approved 
October 26, 1951, effective April 26, 1952. 
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trative interpretation of Section 503 (b) and Section 502 (f) (1). It is 
very long and complicated, and no attempt will be made here to 
analyze it in detail. For the most part, and stating it very briefly, it 
specifies the requirements to be met in order for drugs to be exempt 
from the adequate-directions-for-use requirement of Section 502 (f) (1). 
Somewhat similar provisions were found in the old Regulation 1.106. 

Subdivision (a) (1) and subdivision (0) of this regulation will be 
the subject of discussion in this paper. 

Though the court in the Al/berty case did not discuss in its opinion 
all of the arguments raised in the briefs, it was the position of the 
government that the adequacy of directions for use was to be measured 
in part by what is spelled out in subdivision (a) (1) of Regulation 
1.106. Holding in favor of the government, it may be assumed that 
the court acquiesced in its contentions, for those subdivisions of the 
new regulation are but a slight expansion of the former regulation 
directly before the court in that case. 

Subdivision (0), however, is an innovation and had no counter- 
part in any of the regulations that preceded it. So far as the writer 
of this paper is aware, it does not reflect a position taken by the gov- 
ernment in pleadings, briefs or arguments before any court up to the 
present time. 

Subdivision (a) (1) provides: 


“Adequate directions for use” means directions under which the layman can 
use a drug or device safely and for the purposes for which it is intended. Directions 
for use may be inadequate because (among other reasons) of omission, in whole 
or in part, or incorrect specification of: 

(1) Statements of all conditions, purposes, or uses for which such drug or 
device is intended, including conditions, purposes, or uses for which it is prescribed, 
recommended, or suggested in its oral, written, printed, or graphic advertising, and 
conditions, purposes, or uses for which the drug or device is commonly used; 
except that such statements shall not refer to conditions, uses, or purposes, for 
which the drug or device can be safely used only under the supervision of a 
practitioner licensed by law and for which it is advertised solely to such practitioner. 


Subdivision (0) provides: 


The words “intended uses” or words of similar import in paragraphs (a), (g), 
(i), (j), (k), and (1) of this section refer to the objective intent of the persons 
legally responsible for the labeling of drugs and devices. The intent is determined by 
such persons’ expressions or may be shown by the circumstances surrounding the 
distribution of the article. This objective intent may, for example, be shown by labeling 
claims, advertising matter, or oral or written statements by such persons or their 
representatives. It may be shown by the circumstances that the article is, with the 
knowledge of such persons or their representatives, offered and used for the purpose 
for which it is neither labeled nor advertised. The intended uses of an article may 
change after it has been introduced into interstate commerce by its manufacturer. If, 
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for example, a packer, distributor, or seller intends an article for different uses thar 
those intended by the person from whom he received the drug, such packer, distributor, 
or seller is required to supply adequate labeling in accordance with the new intended 
uses. But if a manufacturer knows, or has knowledge of facts that would give hin 
notice, that a drug or device introduced into interstate commerce by him is to be used 
for conditions, purposes, or uses other than the ones for which he offers it, he is 
required to provide adequate labeling for such a drug which accords with such other 
uses to which the article is to be put. 

The Durham-Humphrey Amendment was undoubtedly the result 
of successes had by the government in a series of cases culminating 
in the El-o-pathic case, CCH Foop Druc Cosmetic Law Reports { 7206, 
192 F. (2d) 62 (CA-9, June, 1951). 

Among other things, the court in that case held that if a drug was 
of such a character that it could not be safely used by a lay person 
except under the supervision of a physician, then no adequate direc 
tions for use could be written, and the only directions which could be 
adequate would be in effect that it be used upon prescription alone 
Keep in mind that the Act says absolutely nothing about there being 
some drugs for which no adequate directions can be written for lay 
use. It simply says that adequate directions for use shall be written for all 
drugs except those exempted from that requirement (Section 502 (f) (2)). 


Congressional Intent 

It may be a good idea that certain so-called dangerous drugs be 
restricted to prescription sale alone. Whether or not that be so is not 
within the scope of this paper. But if the amendment effected by the 
Durham-Humphrey Bill was produced by a series of decisions culminat 
ing in the El-o-pathic case, all of which necessarily were concerned 
with the proper interpretation of the Act then before the court, one is 
necessarily caused to wonder whether the change thus effected added 
something that was not in the minds of the members of Congress who 
passed the Act, or whether the change was simply a clarification of 
their intent and put into effect that which they originally intended. 

Nothing in the legislative history supports the view that Congress 
ever intended placing certain drugs in the prescription category. On 
the contrary, the idea seemed to be, throughout, that no more was required 
than that drugs bear labeling informing the user what they were for, 
when and how to use them, and under what conditions they might be 
dangerous. For example, Senator Copeland, author of the bill, in 
speaking in favor of one of the earlier bills said: ? 





? Dunn, Federal Food, Drug and Cosmetic 
Act, p. 162 
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There are many very useful drugs which should be employed only with great care 
and discretion because in improper dosage or when administered to children or when 
the patient is suffering from certain disease complications the effect of these drugs may 
be disastrous. S. 2800 provides an effective safeguard against these dangers which 
cannot be controlled under the present law. It requires that a// drugs bear explicit 
directions for use and appropriate warnings against their consumption by children 
or in certain disease conditions where the use is contra-indicated and may be 
dangerous to health. [Italics supplied. ] 

At the Senate hearings on S. 1944—one of the earlier bills—W. G. 
Campbell, then Commissioner of Food and Drugs, stated concerning 
directions for use: * 

Paragraph (d) is merely to require that directions for use be stated on drug 
labels, that paragraph (d), of course, should be read in connection with section 
4 (a), which refers to the use of drugs. It makes compulsory the use of a label. 

Some of the earlier bills leading to the present Act provided that 
advertisements for certain named diseases “wherein self-medication 
may be especially dangerous” should be deemed false except when 
disseminated to the medical profession.*| No comparable provision 


appeared in the final enactment. 

The report in the House on S. 5, Seventy-fifth Congress, stated: ° 

Other provisions of section 502 are designed to require the labeling of drugs 
and devices with information essential to the consumer. This bill is not intended to 
restrict in any way the availability of drugs for self-medication. On the contrary, it is 
intended to make self-medication safer and more effective. For this purpose provisions 
are included in this section requiring the appropriate labeling of habit-forming 
drugs, requiring that labels bear adequate directions for use and warnings against 
probable misuse, and setting up appropriate provisions for deteriorating drugs. 
[Italics supplied. } 

With that legislative history in mind, it is impossible to say that 
the interpretation made in the El-o-pathic case and the corresponding 
change effected by the Durham-Humphrey Bill was something that 
the members of Congress who passed the Act ever intended. 

An expansion probably more far-reaching was accomplished by 
the Alberty case and the new regulation, 1.106 (a) (1) and (0). The 
legislative history also discloses that one of the most bitterly contested 
features of the bill was the effort to place control over advertising as 
well as labeling in the Food and Drug Administration instead of leav- 
ing control over advertising with the Federal Trade Commission.® 





% Dunn, work cited, pp. 37, 1083. 

*S. 1944, 73d Cong., 1st Sess., Sec. (c), 
Dunn, work cited, p. 42: S. 2000, Dunn, 
work cited, p. 58: S. 2800, Dunn, work 
cited, p. 77: S. 5, Dunn, work cited, p. 200. 

5 Dunn, work cited, p. 822. 

* Hearings Before Committee on Com- 
merce, United States Senate, 73d Cong., 
2d Sess., on S. 2800, pp. 231-239; Hearings 


Before a Subcommittee of the Committee 
on Commerce, United States Senate, 74th 
Cong., 1st Sess., on S. 5, pp. 27-29, 109-115; 
Hearing Before a Subcommittee of the 
Committee on Interstate and Foreign Com- 
merce, House of Representatives, 74th 
Cong., Ist Sess., on H. R. 6906, H. R. 8805, 
H. R. 8941, and S. 5, pp. 631-652. 
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This conflict was eventually resolved by passage of the Wheeler-Lea 
Act,’ by which Section 12 was added to the Federal Trade Commission 
Act.§ This section specifically gave control over the false advertise 
ments of foods, drugs, devices and cosmetics to the FTC. At the same 
time, similar provisions in the Food and Drug Act were lifted out of it. 
Also Sections 13 and 14° were added which gave the Commission 
power to apply for injunctions in the event of violation of Section 12, 
and provided criminal penalties. But under the decision in the Alberty 
case, the Act is interpreted as giving control over false advertising of 
foods, drugs, devices and cosmetics to the FDA whether or not it also 
constitutes labeling, and thus control over the same thing at the same 
time is vested in two separate governmental agencies. 


Likewise, with that legislative history in mind it is impossible to 
say that the change effected by the Alberty case and Regulation 
1.106 (a) (1) was even remotely in the minds of the members of Con- 
gress when the Act was passed in 1938. 

The Durham-Humphrey amendment, being a legislative act, is 
in a different category from the new regulation. However, subdivi- 
sions (a) and (1) undoubtedly come within the scope of the Alberty case. 


Changes Not a Result of New Developments in Drug Field 

The changes effected by the Durham-Humphrey Bill and the 
Alberty case were not the result of developments in the drug field since 
1938 and unknown at that time. Drugs of the type covered by the 
Durham-Humphrey Bill were in existence then as they are now. 
Advertising of drugs was conducted then as it is now, and in part the 
advertising conducted at that time and prior thereto was responsible 
for the movement that caused Senator Copeland to author the original 
Federal Food, Drug and Cosmetic Act in 1933. 


A multitude of problems arise under subdivision (0) of Regula- 
tion 1.106. These problems will unquestionably be reflected in litiga 
tion. For example, this subdivision states that it is the objective intent 
of the person legally responsible for the labeling which determines 
the intended use, and that this intent may be shown by “circumstances 
that the article is with the knowledge” of such person or his repre- 
sentatives “offered and used for a purpose for which it is neither 
labeled nor advertised.” Thus, if a salesman of a seller learns that 
some druggist is offering and some buyer is using a drug product for 





752 Stat. 111. ® See footnote 8. 
§ 52 Stat. 114. 
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a purpose wholly foreign to anything ever intended by the seller, and 
contrary to all directions on the labeling, must the seller then relabel 
to conform to the uses for which each particular druggist offers and 
each buyer buys the product? Is that to be determined by one 
instance or more and, if more, how many? The subdivision also states 
that if a manufacturer has knowledge of facts which would give him 
notice that a drug he ships is to be used for purposes other than the 
ones for which he offers it he is required to provide adequate directions 
for those other uses. Again, is the use by one buyer or more than one 


to govern and, if more than one, how many ? 


Courts to Answer Questions 

Those are just a few of the questions that come to mind on a read 
ing of subdivision (0). One thing seems certain: It will probably 
become the most prolific source of litigation yet seen under the Act. 
Whether this further expansion will be judicially blessed remains to be seen. 

The changes thus effected by the Durham-Humphrey Bill, com- 
ing on the heels of the E/-o-pathic case, the changes effected by the 
Alberty case and the new Regulation 1.106 just discussed are not, as 
has been pointed out, the result of developments in the drug field since 
1938 about factual matters and problems unknown at that time. It is 
submitted that they are the result of theories, carefully adopted from 
time to time by the Food and Drug Administration, that certain things 
should not be done and others should be done, crystallized in carefully 
selected cases in which those theories could best be exploited, followed by 
adoption by the courts of those theories, overlooking entirely whether 
they were supported by the legislative history, and simply proceeding 
upon the premise that the theories advanced must be adopted or a 
loophole in the Act would exist, and that such a loophole needed 
plugging because a health law was involved. Thus, judicial sanction 
has been given to what actually amounts to legislative enactment by 
an administrative agency. The dangers inherent in the continuation 
of such a procedure are so apparent that no explanation is necessary. 
If that principle is valid in the enforcement of the Food, Drug, and 
Cosmetic Act, then no good reason exists why it is not valid in the 


enforcement of any other act administered by any administrative 
agency. When that comes to pass, for all practical purposes we will 
have a government not of laws, but by administrative fiat. A search- 
ing study and analysis of the subject, it is submitted, is of the utmost 


necessity. [The End] 














Judicial, Administrative 


and Legislative Developments 


Significant Comments 


By THOMAS W. CHRISTOPHER 


Court Decisions 

There have been a number of interesting court decisions in re- 
cent months, and several have a good deal of significance. 

/nterstate Commerce.—Two cases add a chapter in the widening cov- 
erage of the Food and Drug Act under Section 301 (a).' In a case 
in September, Drown v. U. S.,2 a California chiropractor sold a 
therapeutic device to a buyer in California, with knowledge that the 
buyer would transport it to Illinois. The court ruled that the sale was 
“interstate commerce.” It held that Congress had the power so to 
regulate and that it was the intent of the Act to so regulate, and, 
further: “Having in mind the broad purpose of the Act, protection 
of the public health, we believe that Congress intended to prohibit 
the delivery of a misbranded device by a seller to the purchaser where 
the seller has knowledge that the purchaser intends to introduce the 
device into interstate commerce by taking it into another state.” 

In the fact situation, the chiropractor had met with the buyer in 
Chicago and advised the purchase of the device. Later, the buyer 
came to California to the chiropractor’s place of business and made the 
purchase. Thus, the negotiations as a whole clearly come within the 
term “interstate commerce,” and the court could have put its deci 
sion on this basis. However, the court does not do so, but appears to 
put the decision squarely on the more narrow ground that the seller 
had knowledge that the device would be transported to another state. 





1*The introduction or delivery for intro- ?CCH FOOD DRUG COSMETIC LAW 
duction into interstate commerce ... .” REPORTS {7240 (CA-9, September 10, 
1952). 
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The Drown decision follows the holding in May in the Sanders 
case * in the Tenth Circuit, previously discussed in the July tssue 
of the JouRNAL, But the Drown case provides a more clean-cut deci- 
sion, as the court there bases the ruling on one sale, whereas in the 
Sanders situation a series of sales is considered. In the Sanders deci- 
sion the court wrote: “If appellee knowingly and regularly sold mis- 
branded drugs and delivered them, knowing that they were purchased 
for transportation in interstate commerce, and solicited customers to 
return for future purchases and deliveries, he was guilty of a violation 
of the Act.” (Italics supplied.) As mentioned in the note below, the 
Supreme Court has denied certiorari in the Sanders case. 


The two decisions differ from the Walsh case,‘ as in the latter the 
false-guaranty section of the Act was involved. Also, the Walsh 
decision implies in a negative way that Section 301 (a) does not cover 
the narrow fact situation in the Drown decision. 

Pharmacopoeia.—A lower state court in Wisconsin has ruled in- 
valid the portion of a statute which (among other ways) defined 
drugs as articles recognized in the official United States Pharmacopoeia, 
the official National Formulary, the official Homeopathic Pharma 
copoeia, or “any supplement to any of them.”® It was held to be an 
unlawful delegation. 

The ruling, if upheld, carries serious implications for enforce- 
ment of state acts, and could portend a similar reaction when raised 
concerning the federal Act. The ruling deals with one of the unsettled 





3U. 8. v. Sanders, CCH FOOD DRUG *U. 8. v. Walsh, 331 U. S. 432 (1947). 


COSMETIC LAW REPORTS { 7229, 196 F. 5 Wisconsin v. Wakeen, CCH FOOD 
(2d) 895 (1952) (CA-10, 1952), cert. den. DRUG COSMETIC LAW REPORTS £ 85,135 
(U. S., October 14, 1952). (Cir. Ct. LaCrosse Co., Wis., July 23, 1952) 
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questions in food and drug law. A lower court decision under the 1906 
federal Act ® stated that the pharmacopoeia provisions were constitu- 
tional, but without citing any convincing authority. The issue was 
raised in a 1949 case,’ but not settled. It has been inherent in many 
federal cases, including the Dotterweich case, but has almost never 
been mentioned by the courts. But it probably will receive attention 
by federal (and state) courts in the future. 


As I previously have pointed out in the JoURNAL,* there is room 
for doubt as to the constitutionality. In fact, these provisions may 
receive rough treatment if the traditional tests for delegation of powers 
are applied. Perhaps the best assurance that they will be held valid 
comes from the fact that courts often give medical matters a wide 
latitude and freedom without much attention to the traditional tests. 


If the rulings are that the delegation is invalid, it would seem 
that a simple amendment would serve to remedy the defect. As to 
the federal Act, there appears no reason why Congress could not 
authorize the FDA to accept or reject each new edition of the 
pharmacopoeia, at least if provision is made for hearings. The same 
is true as to state acts. 

Labeling —The Drown decision, mentioned earlier, also holds that 
the “statute ... does not confine the definition of misbranding to state- 
ments concerning the labeled device itself.””’ Thus, the fact that a label 
makes false statements concerning another product would constitute 
misbranding under the federal Act. This ruling upholds the FDA’s 
interpretation of Section 502 (a) of the Act (Section 1.101 of the 
Regulations). This appears to be the first time an upper court has so 
ruled, and thus represents a broadening of the coverage of the mis- 
branding section. 

Another case which should be mentioned comes from California. 
It perhaps has only a little more than ordinary significance in the legal 
sense, but it merits inclusion due to the inherent humor involved. 
The state court has upheld as within the police power a statute 
which proscribes the use of the phrase “packed with gravy” on the 
label of canned horse meat for dog food.® 


*U. 8. v. Lehn & Fink (CCSD N. Y., § ‘Validity of Delegation of Power to a 
1911), reported in White and Gates, Deci- Private Agency,"’ 6 FOOD DRUG COS- 
sions of Courts in Cases Under the Federal METIC LAW JOURNAL 641 (1951). 
Food and Drug Act, p. 229. * Lewis Food Company v. State Depart- 

7U. 8. v. Bristol Laboratories, Inc. (DC ment of Public Health, 243 Pac. (2d) 802 
N. Y., 1949), FSA Notices of Judgment, (Calif., 1952). 

Drugs and Devices, No. 2656 (December, 
1949). 





PAGE 752 FOOD DRUG COSMETIC LAW JOURNAL—-NOVEMBER, 1952 
Adulteration.—A federal district court has held that a s 
not adulterated under the Act, when saccharin is substituted : 
The court states that there is no FDA standard for soft drinks, and that 
it cannot say of its own knowledge that the public standard for 
such drinks includes sugar rather than saccharin and, further, that 
the government’s evidence as to such public standard is not con- 
vincing. The decision distinguishes the Pop’n Oil case '' by saying 
that, unlike mineral oil, saccharin is nonpoisonous and nondeleterious. 
This does not appear to be a valid distinction. Despite one 
sentence in the Pop’n Oil decision, the court there does not base its 
conclusion on the fact that mineral oil is deleterious. The language 
is clear to the effect that the substitution is the evil—not the deleterious 
quality. Of course, it was not common knowledge at that time 
that mineral oil was deleterious. The Pop’n Oil ruling is on economic, 
not health, grounds. 


The saccharin decision is also on economic grounds. But the two 
cases are not necessarily contrary, as it might well be shown that there 
is more “public expectation and acceptance” for saccharin in soda pop 
than for mineral oil in popcorn. 


The Attorney General of North Carolina has published an inter 
esting opinion.’* He advises that the action of a wholesale wine 
dealer in removing wine from the original bottles, refiltering it and 
refilling the bottles is a violation of state law. The section of the law 
in question provides that a food is adulterated if produced, prepared, 
packed or held under insanitary conditions. There is an inference in 
the opinion that the refilling was done under insanitary conditions. 
sut the opinion is not very satisfactory, as it is not clear whether or 
not it is based on these insanitary conditions. However, unless it is 
so based, it is difficult to justify the ruling of adulteration under the 
section of the law mentioned. On the other hand, if there were in- 
sanitary conditions, it is puzzling as to why it was deemed neces 
sary to have an opinion, for there would be a clear violation. 

Drugs.—The construction of state statutes restricting the sale of 
drugs, or certain drugs, to drugstores is receiving attention by the 
courts. The case of Wisconsin v. Wakeen, mentioned earlier, arose 
under such a statute. Of some significance is the refinement of terms 





~”U, §S. v. 70 Gross Bottles . ' nuU. S. v. 36 Drums .. . Pop’n Oil, 
Quenchies . . ., CCH FOOD DRUG COS-__ 164 F.. (2d) 250 (CCA-5, 1947). 
METIC LAW REPORTS {£ 7233 (DC Ohio, 2 Opinion of Attorney General of North 
July 3, 1952). Carolina, CCH FOOD DRUG COSMETIC 


LAW REPORTS { 85,134 (May 28, 1952). 
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which is taking place in such cases. For example, in the Wakeen 
decision the court ruled that aspirin, milk of magnesia, and camphorated 
oil are not “proprietary medicines.” Another court has ruled that 
vitamin preparations are not “proprietary medicines,” but are “drugs.” ' 
Such distinctions are important under these statutes as they deter- 
mine whether or not the product may be sold in the grocery store. 
Among other results, teachers of food and drug law must now be 


more wary of a loose use of the term “proprietary medicine.” 


In the constitutional field there is an interesting opinion by the 
\ttorney General of Michigan.'"* A Michigan statute required a 
written prescription for the dispensing of barbituric acid preparations. 
The Durham-Humphrey Amendment provides for either an oral or a 
written prescription. Thus, the Michigan law is more restrictive than the 
federal statute. The attorney general of the state writes that this 
difference does not invalidate the Michigan statute, that the federal 
law “requirements are in the alternative,” and that since the state 
statute does not conflict with one of the alternatives (although it does 
conflict with the other), it is valid. (Another portion of the state 
statute was deemed invalid as conflicting with the federal law.) 


This opinion as to the alternative provisions may be tenable from 
a theoretical or technical approach. But I suggest that a federal court 
is more likely to ignore this “textbook” rule and decide the matter 
from the point of view of policy. In this event, if the court decides 
that the federal purpose (or policy) will be served best by so doing, 
the Michigan law will be struck down."® 


Doing Business Within State—A New York drug firm sold goods 
through a wholesaler in California. The New York firm retained 
title to the goods until sold to the retailer, and it set the price to be 
quoted by the wholesaler. Also, the wholesaler was required to fur 
nish monthly stock-on-hand reports. Otherwise, the wholesaler was 
free to act as he pleased. He represented other drug firms, and 
carried his own insurance on the goods. The New York firm had no 
office in California, and it had no financial interest in the wholesaler’s 
business. It was not registered with the State of California. The 
agreement between the two firms stated that the wholesaler was an 
independent contractor. 


% Culver v. Nelson, 54 N. W. (2d) 7 See La Crosse Telephone Corporction 


(Minn., 1952). v. Wisconsin, 336 U. S. 18 (1949); Inter- 

“% Opinion of Attorney General of Mich- national Union . . v. Wisconsin, 336 
igan, CCH FOOD DRUG COSMETIC LAW U. S. 245 (1949) (dissent of Mr. Justice 
REPORTS { 7238 (July 31, 1952). Douglas). 
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On these facts, a California court ruled that the New York firm 
was doing business in the state."® It agreed that a few isolated trips 
to the state would not be enough and that the fact that the firm 
advertised in the state would not be enough. But taking the transac 
tion as a whole, the firm was “doing business in the state”: “The es 
sential thing is merely whether the corporations are present within 
the state, whether they operate through an independent contract, 
agent, employee or in any other manner.” 


lorts.—In «a Massachusetts case, a child was born prematurely 
and blind after the mother ate unwholesome and poisonous turkey 
purchased at defendant’s store. The court ruled that the child (who 


lived) could not recover.” 


This appears to follow the majority rule in this country. But 
there is a drift of modern origin toward allowing a recovery in such 
cases. At least six states and the District of Columbia have allowed 
recovery. New York, for example, reversed previous rulings to allow 
recovery. This year, Georgia, in a case of first impression, adopted 
this minority view. 

Of course, no lawyer is prone to admit that a legal rule which pro 
tects the pocketbook of his client should be overruled. But, assuming 
the defendant is at fault, there are compelling arguments why this 
minority doctrine is sound. The law assumes that an unborn child is 
a person for many purposes. The case in hand, where the defendant's 
act caused blindness in the child, demonstrates the harshness of not 
so assuming here. Perhaps the strongest argument in favor of the 
majority rule is the difficulty of proof and the resulting dangers from 


the defendant’s point of view. 


Administrative Action 

Other than the bread standards, over which litigation appears 
certain (there is presently pending a case in the Third Circuit), the 
FDA activities have been fairly routine in recent months. One ad 
ministrative action was to permit the use of a fluoridated water 
supply in commercially prepared foods.'* This settles a question that 
has troubled industry—and in the only sensible manner. In 1945 
a lower court held that adding fluorine to beer, where it could Ix 


“ Fielding v. Superior Court . . . San % FDA Statement of Policy (July 17 
Francisco, 244 Pac. (2d) 968 (Calif., 1952). 1952), CCH FOOD DRUG COSMETIC LAW 
% Cavanaugh v. First National Stores, REPORTS ‘° 7234. Federal Register, Jul, 
Inc., CCH FOOD DRUG COSMETIC LAW 23, 1952 
REPORTS 22,295 (Mass., 1952). 
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avoided by good manufacturing practice, violated Section 402 (a) (2) 
of the Act.’® The present FDA ruling does not appear to be in con 
flict with this decision. The recent ruling does not grant permission 
to add fluorine to the product but, rather, merely permits use of a 
water supply containing fluorine. 

A significant event took place at the seventy-fifth annual meeting 
of the American Bar Association in September. Representatives from 
the food, drug and cosmetic industry, and from the FDA, sat around 
a table and discussed in candid, yet friendly, fashion their points of 
view, including differences. Industry criticized FDA face to face 
and FDA listened with appreciation, not resentment. FDA expressed 
its beliefs and mentioned its plans, and industry listened to a friend 


Congress 


Chemicals in Foods.—The reports of the Delaney Committee on 
foods and on cosmetics have been printed in the August and 
September issues of the JOURNAL, and need not be reviewed here 
It is apparent that this Committee desires that the present law be 
strengthened both as to chemicals in foods and as to cosmetics, and 
that it believes that strong amendments are needed. There will be 
some, perhaps much, opposition from segments of industry to such a 
move. But I believe that a candid consideration of the public good 
will lessen such opposition. There may be room for argument as to 
the merits of a particular proposal, but the public good demands that 
we have stronger laws in these fields and there should be general 
agreement at least as to the over-all goals. [The End] 


¢ CHRISTMAS SEAL CAMPAIGN * 


Nearly 30,000 children and adults in the United States will die of tubercu 
losis in 1952. Though science knows more about tuberculosis than perhaps any 
other germ disease, TB marches grimly on. 

Five weapons aimed together at TB can make it a rare disease: (1) elimi- 
nation of poverty; (2) development of a superior vaccine; (3) development of 
more effective therapy—of a “cure”; (4) a method for uncovering early, “silent” 
cases, cheaply, easily and quickly; and (5) more hospital beds 

The annual Christmas seal sale campaign of the National Tuberculosis 
\ssociation hopes to raise enough money to be able to train the guns of TB con 
trol on the right targets. 


»U. 8S. v. Commonwealth Brewing Cor- Kleinfeld and Dunn, Federal Food, Druga, 
poration (DC Mass., 1945), FSA Notices of and Cosmetic Act, 1938-1949, p. 310. 
Judgment, Foods, No. 7926, (March, 1946); 
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REPORTS TO THE READER—Continued from page 710 


The Newburgh, N. Y., study, for 
example, is designed as a 10- to 12-year 
study in order to allow for the calcifica- 
tion of the crowns of most of the 
permanent teeth. The neighboring city 
of Kingston, N. Y., whose water sup- 
plies are fluorine free, is being used as 
a control city. It was testified that 
about 3,200 children of each city are 
being examined periodically, dentally 
and medically. The data for the 7-year 
medical examinations in Newburgh, 
and 6-year medical examinations in 
Kingston, show no difference in the 
findings among the children studied in 
these cities (20). But the official report 
of the Newburgh-Kingston study, pub- 
lished in June 1950, stated: 


“The results thus far in the study 
have disclosed no deleterious systemic 
effects from the ingestion of fluoride 
in drinking water in the dosage em- 
It must be emphasized, however, 
that a longer period of observation 
is required before final conclusions 
can be drawn. The possibility of demon- 
strating cumulative effects of fluoride 
in the final years of the 10-year study 
cannot be eliminated at this time.” (21) 


ployed. 


Among the special studies planned 
in conjunction with the Newburgh- 
Kingston experiment were comparative 
bone-density studies of the children, 
and studies to determine the mode of 
excretion of fluoride in the urine of 
children having impaired kidney func- 
tion compared with a group of children 
of the same age with normal kidney 
function. The director of the study 
declared that the bone-density studies 
had not been conducted because the 
proper type of equipment could not be 
obtained. He testified that the urinary 
excretion studies have been completed, 
but have not as yet been published. 
These data show variations in high and 
low retention. The children with dam- 
aged kidneys did not all show the 
same picture (22). Furthermore, no 


study has been made of the effect of fluor- 
idated drinking water, if any, on adults 
or the aged who may be suffering from 
chronic diseases or impaired kidney 
function (23). Proponents of fluorida- 
tion believe that the likelihood of injury 
to anyone from the ingestion of fluo- 
ridated water in the amount recom- 
mended is very remote, although it is 
admitted that investigative work on 
this problem has not been completed 


(24). 


None of the witnesses was irrevocably 
opposed to the principle of fluoridating 
water supplies for the purpose ef re- 
ducing dental decay. It can be said 
that a number of scientists are opposed 
to the program at this time. In sub- 
stance, their position is that there are 
too many unanswered questions con- 
cerning the safety of this procedure to 
permit recommendations to be made 
that would result in the consumption 
of fluoridated water by many millions 
of people every day of their lives. It 
is their view, generally, that 
mendations for universal fluoridation 
of water supplies should not be made 
until further research into the effects of 
the ingestion of fluoridated water by 
adults, the aged and the ill is com- 
pleted and final results of the studies 
now in progress known. These scien- 
tists maintain that when a highly toxic 
substance such as fluorine is recom- 
mended for inclusion into the Nation's 
communal water supplies, so that every 


recom- 


person, regardless of his age, state of 
health, or possible personal reactions 
to fluorine is required to drink it, af- 
firmative evidence beyond a reasonable 
doubt should be presented that no one 
will be injured. They are not ready 
to accept the position, taken by one 
proponent of this program, that it 
is a “calculated risk.” (25) They believe 
that the reduction of dental decay in 
the population is a highly commend- 
able goal, but that the situation is not 
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so serious today that risks should be 
taken with the health of even a small 
number of persons, at least until we 
know with some certainty what types 
of persons may be adversely affected 
and to what extent (26). This is es- 
pecially true when alternatives to the 
fluoridation of public drinking water 
exist. Representatives of the United 
States Public Health Service testified 
that the periodic topical application of 
a fluoride solution to the teeth of chil- 
dren will result in a 40 percent reduction 
in dental decay. With this method, the 
substance is not ingested and no prob- 
lems of possible toxicity and mottling 
are presented (27). 


We are learning more about the ef- 
fects of fluorine every day. Thus, re- 
cent reports of laboratory research 
indicate that tne effect of fluorides on 
dental decay may possibly be influenced 
considerably by the pre- 
sence of magnesium in the water. Other 
studies suggest that it may not be safe 


absence or 


for infants and other children suffering 
from malnutrition to drink fluoridated 
although 


water, properly nourished 


children will not be affected (28). 
Another problem to be considered is 
the mottling of teeth sometimes caused 
by fluorine. Even so-called mild mottling 
may be unaesthetic. The testimony be- 
including 
graphs taken and satistics gathered by 
the proponents of fluoridation, indicate 
that will suffer 
degree of discernible mottling of the 
teeth fluorine in the amount of 
one part per million is added to drink- 
ing water (29). As stated by one ex- 


fore the committee, photo- 


some children some 


when 


pert witness, many may prefer that 


their children suffer from a degree of 
mottling rather than from tooth decay 
greater than that which would be ex- 
perienced if fluorine were not added 
to the drinking water (30). Others, 
however, may have a different opinion 
and may wish to make their own choice, 
not to have the decision made by others, 
even if the others constitute the large 
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majority of the medical profession or of 
the general public. 

The committee is not concerned with 
the term “mass medication.” The im- 
portant problem is not whether fluo- 
ridation is or is not mass medication, 
but whether it contains any elements 
of hazard to any portion of the popula- 
tion. Nevertheless, since the question 
was raised at the hearings, the com- 
mittee point out that the 
fluoridation program does constitute 
medication, and medication with which 
the entire population must necessarily 
be treated. The term “drug” as defined, 
in part, in section 201 (g) of the Fed- 
eral Food, Drug, and Cosmetic Act, as 
articles intended for use in the diagnosis, 
cure, mitigation, treatment, or preven- 
tion of disease in man or other animals, 
and articles intended to affect the struc- 
ture or any function of the body of man 
or other animals. Medicine deals with 
the prevention, cure, and alleviation of 
disease. A reduction of the incidence of 
dental disease is the aim of fluoridation 
It is safe to that fluoridation is 
mass medication without parallel in 
the history of medicine. An anology is 
vaccination, which is designed to pre- 
vent smallpox and not to treat persons 
who are afflicted with the disease. 


wishes to 


Say 


It may be contended that people must 
submit to vaccination regardless of their 
The difference 
Persons who are not 


personal predilections. 
is one of degree. 
vaccinated and contract smallpox may 
become disfigured or die. More im 
portant, they may endanger the entire 
community. The community health re- 
quires, therefore, that the wishes of the 
individual, including those of 
who may suffer some adverse reaction, 
be submerged. Even so, it is a physician 
who administers the medication and who 
watches the patient. Flouridated water, 
however, must be drunk by everyone 
and without personal medical supervi- 
sion or guidance. Furthermore, dental 
decay is not contagious, nor can it be 
said to constitute a serious danger to 
health. This would par 
ticularly significant there are 


persons 


seem to be 
since 
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other methods (although perhaps not 
as efficient as the fluoridation of com- 
munal water systems) of reducing dental 
decay and, as indicated, other techniques 
of applying fluorides such as topical 
application, where no hazard whatever 
exists (31). 

There is no real similarity between 
the chlorination of water and the fluo- 
ridation of water. Chlorine is added to 
drinking water to destroy harmful 
bacteria in the water, whereas fluorides 
are added for the purpose of effecting 
a physiological change in the body 
which results in a reduction in the inci- 
dence of dental decay. It may be 
noted, in this connection, that chlorine 
may be gotten rid of readily by a slight 
heating of the water, whereas fluorides 
cannot be driven off by heating or 
boiling (32). 


Il. Conclusions and Recommendations 


The Surgeon General of the United 
States Public Health Service testified 
before the committee as follows on the 
problems created by the ever-increasing 
utilization of chemicals in our food 
supply: 


“The contamination of air, water, 
food, and milk with chemicals and the 
resultant effect on health is of concern 
to the Public Health Service. The 
rapidity with which new compounds 
are being introduced in the production, 
processing, storage, packaging, and dis- 
tribution of foods is alarming, par- 
ticularly in view of the fact that the 
toxic effects of so many of these chemi- 
and the compounds which they 
form when introduced into the food 
are unknown. Because of the fact that 
many individuals in the United States 
are exposed each day to these potential 
hazards, the Public Health Servic« 
wholeheartedly endorses the study which: 
this committee is undertaking.” (33) 


cals 


In the opinion of your committee, 
the fluoridation of the public drinking 
water of a significant portion of the 
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population of the Nation is an integral 
part of the problem adverted to by the 
Surgeon General. Water is consumed 
by every person in a community, re- 
gardless of his age, physical condition, 
or possible personal reactions. It is 
essential, therefore, that all the facts 
concerning fluoridation be disseminated, 
and an opportunity given to the people 
of each community to decide for them- 
selves whether they desire to assume, 
at this time, the caiculated risk inherent 
in the program. 

The committee is of the view that a 
sufficient number of unanswered ques 
tions concerning the safety of this pro- 
gram exists as to warrant a conservative 
attitude. The committee believes that 
if communities are to make a mistake 
in reaching a decision on whether to 
fluoridate their public drinking water, 
it is preferable to err on the side of 
caution. This would seem to be par 
ticularly true since there are reasonable 
alternatives to fluoridating the public 
water supply, even if these alternatives 
are not quite as effective. The topical 
application of fluorides to the teeth of 
children may be more cumbersome, 
and perhaps more expensive, than the 
simple addition of fluorine to drinking 
water. Nevertheless, it is a feasible 
program, and one which will provide 
comparable protection for children’s 
teeth for the period needed to acquire 
evidence beyond a reasonable doubt 
that no hazard exists to any portion of 
the population by reason of the addi- 
tion of fluorides to drinking water, 


The advisability of fluoridating the 
public water supply of the Nation is 
essentially a local problem, to be deter- 
mined for itself by each community. 
Your committee is not recommending 
that Federal legislation be enacted in 
this field. The committee strongly 
urges, however, that research now under 
way be continued and expanded and 
that further studies, not limited to an 
examination of the vital statistics, be 
conducted to determine the long-range 
effects upon the aged and chronically 
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ill of the ingestion of water containing 
inorganic fluorides. 


Respectfully submitted. 


James ]. DeLtanry, New York, Chairman 
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E. H. Heprick, West Virginia. 
Paut C. Jones, Missouri. 

A. L. Mutter, Nebraska. 

Gorpon L. McDonoucu, California 
Watt Horan, Washington. 


Tuomas G. ABERNETHY, Mississippi. 
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Additional Views on the Fluoridation 
of Water 

I have signed the committee report 

on the question of fluorides in water. 
I agree with that report. 

States 

pre- 


United 
been 


In my opinion the 
Public Health Service has 
mature in urging universal use of fluo- 
rides in water. They have gone beyond 
the scope of their duties, or what is 
expected of them by Congress and the 
people, in urging communities to adopt 
the universal fluoridation of water with- 
out knowing the results of experiments 
that are now in progress. 

The Public Health Service 
concern itself with good public health 
measures and the prevention of disease. 
If it goes into the propaganda field, it 
will lose its effectiveness and the con- 
fidence of the public. The American 
Medical Association points out on page 


should 
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1488 of the hearings, in the last sen: 
tence of its statement, and I quote: 


“In places where children are sub- 
jected to warm temperatures and con- 
sequently drink large amounts of water, 
a lower concentration of fluorides may 
be necessary to avoid mottling of the 
teeth.” 


In other words, in hot weather, not 
only children, but adults, drink from 
2 to 10 times as much water as they 
would in cold weather, and thus would 
get a larger dose of fluorides. The 
possibility of storing the fluorides in 
the soft or bony tissues of the ‘body 
might be a serious factor in under- 
mining the health of the individual. 


I do feel that the judicious use of 
1 p. p. m. of fluorides in water or milk 
will reduce dental caries in children 
by about 50 percent. The fluorides 
should be given from the first year 
through the ninth or tenth year. It has 
been pointed out that there are other 
factors that control dental caries—the 
diet, the amount of carbohydrates, and 
the general health of the child are 
perhaps of more importance than the 
question as to how much fluorides he 
may have in his drinking water. 

It should be pointed out that there 
are other ways of giving fluorides be- 
them into the water. 
available that can be 


sides putting 
Tablets are now 
given to the child two or three times 
a week; or drops can be placed in the 
milk that the youngster drinks. 


When it comes to figuring the cost, 
remembered that if the 
Census Bureau is 
person out of 8 in 


it should be 
formula from the 
followed, only l 
the population will be under 8 years 
admitted caries 
are reduced about 50 from 
fluorides in the drinking water. There- 
fore, when considering the cost, you 
will only help 1 out of 8 people by 
putting fllourides in the communal 
water supply and that 1 by only 50 
percent, ; 


of age. It is dental 


percent 
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The Food and Drug Administration 
won a lawsuit from a brewery because 
the brewery used fluorides in making 
beer. It is my understanding also that 
the Food and Drug Administration 
would not permit the addition of fluo- 
rides to bottled water. 


I would also point out that while it 
is said generally that the American 
Medical Association has given its un- 
qualified approval to the use of fluo- 
rides in water, the hearings before the 
committee seem to make such approval 
a qualified one. In the statement of the 
American Medical Association found 
on page 1709 of the committee hearings, 
the secretary of the association declared: 


“The councils refrained 
from making any recommendation that 
communities support or oppose projects 
for the fluoridation of water supplies. 
It was the opinion of the councils that 
this question should be answered by 
the dental profession.” 


purposely 


Also in the same statement, in speak- 
ing of the house of delegates, we find 
these words: 

“Again, however, the house of dele- 
gates did not urge or recommend that 
undertake to fluo- 
supplies.” 


communities 
their water 


any 
ridate 

From the above statements, it would 
seem that the councils and the house 
of delegates of the American Medical 
Association did not give an unqualified 
endorsement for the use of fluorides 
in drinking water. 


It should also be recognized that 
while there are some three or four 
million people living in areas where 


where there are fluorides in the water, 
these fluorides come in a natural com- 
bination with other elements of nature. 
entirely different 
fluorides by 


This can give an 


reaction than when raw 
themselves are placed in the drinking 
water. 

In reading the testimony we do find 
that the very people of the United 
States Public Health Service who now 
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so earnestly urge the use of fluorides 
in drinking water were, as late as 1950, 
according to their published papers, 
saying, and I quote: 

“The evaluation of the effects of 
fluorides in water has not been estab- 
lished and must wait until the experi- 
ments now in progress are completed.” 


Again, Dr. David Ast, who heads up 
the laboratory experiments in New- 
burgh and Kingston, N. Y., said in a 
recently published article in the Ameri- 
can Journal of Public Health, and I! 
quote: 


“Final conclusions regarding the pos- 
sible systemic effects of fluorides in the 
dosage employed should not be drawn 
before termination of the 10-year study.” 


The public interest in the fluoridation 
of water is tremendous. I am con- 
vinced that further experiments should 
be carried on to ascertain what effects 
fluorides may have upon the child who 
is ill or upon the adult who has a 
chronic illness. These experiments are 
now in progress. They should be com- 
pleted before the universal use of flu- 


oridation is recommended, 


that 
endorse 


I am convinced many of the 
groups who now fluorides in 
water are merely parroting each other's 
They have done no original 
research work themselves. If the Pub- 
lic Health Service additional 
funds to carry on exhaustive experi- 
ment, money ought to be granted to it 
by the Congress. 


opinions. 


needs 


that com- 


fluorides 


understood 
add 


It should be 
munities that desire to 
to the water should, in justice to their 
people, give them complete informa- 
tion. Where communities have had an 
opportunity to vote upon the question 
of adding fluorides to the drinking 
water, it is generally rejected. They 
should know that it is still in the ex- 
perimental category, and that experi- 
ments now in progress have not been 
completed. In my opinion, there is no 
urgency about the matter. 

MILLER 
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In the Food and Drug Administration 


Monthly Report.—A fter a six-day jury 
trial in Terre Haute, Indiana, an “herb 
doctor” was convicted of violating the 
Federal Food, Drug, and Cosmetic Act, 
the monthly report of the Food and 
Drug Administration, Federal Security 
Agency, disclosed in a release dated 
October 27, 1952. The defendant had 
been treating persons from many states 
for cancer, diabetes, sinus trouble, 
cirrhosis, and other diseases, and send- 
ing them home with his herb mixtures, 
according to government testimony at 
his trial. 

The defendant, who cannot read or 
write, claimed that he had learned the 
“secret” of herb medication from his 
mother, an Osage Indian. His treat- 
ment for cancer and diabetes consisted 
of a mixture of mint leaves, boneset 
leaves and flowers, sunflower and dog- 
wood leaves, and parts of several other 
common plants, FDA scientists testi- 
fied. These were to be brewed in water 
and the extract taken hourly, with a 
supplemental five-day castor oil and 
buttermilk treatment. The sinus prepa- 
ration was a suspension of snuff in 
water. 

Outstanding authorities in the fields 
of medicine and pharmacology testified 
that these treatments were worthless 
and would endanger the lives of pa- 
tients who relied upon them for serious 
diseases. 

The jury deliberated continuously for 
more than 22 hours before agreeing to 
convict the defendant on one count of 
the indictment. Presiding Federal Judge 
William E. Steckler deferred sentence, 
pending a probation officer’s report. 
He warned the 73-year-old defendant 
to cease his business at once and cau- 
tioned him against building up false 
hopes that he would escape a penalty. 

The FDA report also listed the first 
injunction to restrain violations of the 
new prescription-drug law which went 
into effect on April 26, 1952. A mail- 
order drug house of Jersey City, New 
and its were perma- 


Jersey, officers 


nently enjoined from mailing a pheno- 
barbital compound to persons who did 
not have a physician’s prescription. 
They were restrained also from mis- 
branding the drug by failure to give 
adequate directions for use. 


The compound was promoted for the 
treatment of epilepsy, but FDA _ in- 
spectors who placed orders without 
mentioning any intended use for the 
barbiturate were supplied with what- 
ever quantity they requested. The di- 
rections left it to the patient to decide 
the size of the dose needed, the best 
time of day to take it and when he 
might be able to “taper off” from daily 
There was no warning that the 
was habit-forming. 


doses. 


drug 


Consumer Consultants.— Appointment 
of 16 women to serve as consumer 
consultants to FDA’s district offices was 
announced on November 9, 1952, by 
Commissioner Charles W. Crawford. 
Mr. Crawford stated that the consult- 
ants would answer a long-felt need on 
the part of the Administration to estab- 
lish closer contact with the buying public 
He said that the Administration’s deci- 
sion to launch the consumer-consultant 
program was based, in part, on its ex- 
perience in solving problems incident 
to establishing food standards as pro- 
vided by the Federal Food, Drug, and 
Cosmetic Act; and that in past years 
consumer groups were of real service in 
connection with problems, but 
there has been no formal arrangement 
tor obtaining their assistance. 


Mr. Crawford said that the women 
appointed differ widely in educational 
background, social and civic affiliations, 
but that all were from. the 
standpoint of the Administration’s objec 
tive of obtaining the views of average 
purchasers of the products regulated 
by provisions of the federal Act. 

“The 
gram is 
sponsively to consumer 
Crawford stated. He added 


these 


chosen 


over-all purpose of the pro- 
to direct our work more re- 
needs,” Mr 
that, in 
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making appointments, the FDA sought 
women who had broad knowledge of 
consumer habits, expectations and pref- 
erences in the purchase of food and 
drugs, saying: “We wanted persons 
who know how the ordinary consumer 
approaches the purchase of a particular 
tood, what she expects, what she con- 
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siders important, what information on 
the label would be of value to her, and 
why she thinks it would be of value.” 

Mr. Crawford noted that most of the 
consultants have already been given as- 
signments to make consumer surveys 
relating to the establishment of food 
standards. 





In the Federal Trade Commission 


Deodorant.—The manufacturer of a 
deodorant has agreed to stop using 
statements that the product stops under 
irm odor or keeps the underarm free 
of moisture, that the deodorant 
not irritate the skin and that the prod- 
uct is safe. (Released November 14, 
1952.)—CCH Trapvr RecuLarion Re- 
‘ORTS Ff 16,628 


does 


Medicinal Preparation.—Sellers of an 
athlete’s foot have 
discontinue representing that the prepa 
ration is effective when all other reme- 
dies have failed, is different from or 
affords faster relief that other remedies 
tor athlete’s foot or is faster acting than 
is in fact true. (Released October 27, 
1952.),—CCH Trapr Recuiation Re- 
PORTS § 16,623. 


remedy agreed to 


Skin Preparation.—A manufacturer 
of skin preparations has agreed to stop 
representing that its products prevent 
or cure pimples or acne or have anv 
effect on blackheads other than to fa- 
cilitate their removal by softening the 


hard deposits near the skin. (Re 
leased October 17, 1952.)—CCH Trap: 
REGULATION Reports § 16,633. 


Stock Food.—A seller of stock food 
has agreed to desist from advertising 
that its calf food saves any 
amount of milk in the feeding of calves, 
unless the basis for the comparison is 
clearly explained. (Released November 
14, 1952.)—CCH Trapt REGULATION 
Reports § 16,631 


specific 


Medical Device.—A civil penalty judg 
ment of $20,038.20 has been obtained 
against a domestic diathermy company 
prohibiting 
therapeutic 


for violation of an order 
advertising of the 
properties of a device. The commission 
found that the device was not a scienti- 
fic, harmless and efficient means to be 
used by the unskilled layman in the 
treatment of the various self-diagnosed 
forth in the 
(Release of October 23, 
Trane Recutation Rt 


false 


diseases and ailments set 
advertising. 
1952.) —CCH 


ports § 11,222 





Meeting of Food and Drug Men 


REPORT OF THE COMMITTEE ON 


CHEMICALS—FOOD, DRUG, AND 
COSMETIC LAW DIVISION, SEC- 
TION ON CORPORATION, BANK 
ING, AND BUSINESS LAI, 
AMERICAN BAR ASSOCIATION 


Since the last annual meeting of the 
division, there have been two important 


developments affecting the legal regu- 
lation of chemicals. 

The first is the submission to Con- 
gress of the four final reports of the 
House Select Committee to Investigate 
the Use of Chemicals in Foods and 
Cosmetics. No. 1 (May 12, 1952) found 


no present need for federal legislation 
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on fertilizers. The second (June 17, 
1952) recommended that the Federal 
Food, Drug, and Cosmetic Act be 
amended to require that finished cos- 
metic products be subjected to essen- 
tially the same safety requirements as 
now apply to new drugs. The third 
(June 30, 1952) recommended that the 
Federal Food, Drug, and Cosmetic Act 
be amended to require that chemicals 
employed in or on foods be subjected 
to substantially the same safety re- 
quirements as now exist for new drugs 
and meat products. The fourth (July 10, 
1952) found that fluoridation of public 
water supplies is primarily a local prob- 
lem, and did not recommend federal 
legislation. 

Of primary interest to producers and 
users of chemicals is the report recom- 
mending new legislation for food addi- 
tives. The Committee found that— 

“At this stage of our civilization, 
there is a genuine need for the use of 
many chemicals in connection with our 
food supply. Many of the chemicals 
directly added to foods have proved to 
be of a substantial value to the con- 
sumer, and constitute a necessary ad- 
junct to modern civilization. 

“Nevertheless, the public is in need 
of protection against small, irresponsi- 
ble elements, as well as against the 
possible inadvertent mistakes of reputa- 
ble food processors and premature 
enthusiasms of chemical manufacturers. 


“The increasing use of chemical addi- 


tives in the production, processing, 
preservation, and packaging of food has 
created a serious public-health problem. 
The evidence presented reveals that ex- 
isting Federal laws do not provide com- 
plete protection to the public against 
the addition of chemicals which may 
be unsafe. 

i your committee recommends that 
legislation to cope with the chemicals 
in food problem should pro- 
vide that evidence that the chemical is 
safe, and does not produce harmful 
chemical reactions, in the end food 
product, should be submitted to the 
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Administration for 
chemical is util- 


Drug 
before the 


Food and 
clearance 
ized. 

“Adequate provisions for a compre- 
hensive judicial review of administra- 
tive decisions should be included in 
such an amendment.” 

A minority report filed by two of the 
seven members of the House Commit- 
tee scored the findings of the majority: 

“The whole essence of my objections 
to the report submitted to me by coun- 
sel for our committee is that the report 
is ‘alarmist’ in nature. It would, in my 
opinion, contribute to the difficulties of 
our producers of foodstuffs in the 
United States and yet add nothing of 
assurance to the consuming public. 

“The basis of my minority report is 
that adequate legal processes are al- 
ready in existence for the full protection 
of the consuming public.” 

It is expected that bills incorporating 
the conclusions of the committee ma 
jority will be submitted at the next 
session of Congress, and that legisla- 
tive hearings will be held on them in 
the Spring. The precise wording of the 
legislation that will result 
from this report is of great importance 
to the public, the government, and the 
industries affected. Inherent difficulties 
are variations in scientific opinion in 
the interpretation of toxicological data, 
the indirectness of a legal control placed 
on intermediate and processing materi- 
als, and the intangible effect of the gov- 
erning agency’s viewpoint as to need 


probably 


of a new food additive on its judgment 
of hazard. Preparation of legislation on 
this subject is thus a project requiring 
patience and a common-sense balancing 
of factors affecting public interest. As- 
sured safety of the food supply on one 
hand, and maintenance of an optimistic, 
progressive food producing system on 
interests in- 

bearing on 


basic 
have a 


the other, are the 
volved. Both will 
public health. 

A second important development af- 
fecting the regulation of chemicals 
occurred in the passage of the Durham- 
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Humphrey Amendment to the Federal 
Food, Drug, and Cosmetic Act last 
vear, and the subsequent issuance of 
regulations made necessary by it. 

The Durham-Humphrey Amendment 
to Section 503 (b) of the Federal Food, 
Drug, and Cosmetic Act required the 
division of human drugs into two 
classes—those “unsafe” for use except 
under the supervision of licensed prac- 
titioners, on which the _ prescription 
caution is required; and those “safe” for 
lay use, on which the prescription cau- 
tion cannot be used. The amendment 
did not exempt from this requirement 
bulk products intended for use in the 
production of other drugs. Thus the 
new regulations issued under the use 
direction section of the Act, 502 (f), 
now provide that each such bulk prod- 
uct which, im substantially all dosage 
forms in which it ts to be dispensed, is 
unsafe for use except when adminis- 
tered under professional supervision, 
must bear the statement: “Caution: 
Federal law prohibits dispensing with- 
out prescription.” Appearance of this 
legend on barrels and drums of chem- 
icals to be used by pharmaceutical 
manufacturers will probably be _ star- 
tling to such customers, but should not 
cause them undue alarm after they 
know the reason for it. Aside from the 
fact that there is no exemption in the 
law from this provision, it apparently 
is the view of the Food and Drug Ad- 
ministration that such a label statement 
will tend to keep small pharmaceutical 
manufacturers purchasing such chem- 
icals informed that their resulting prod- 
ucts should be labeled with the 
prescription legend. 

The Food and Drug Administration 
took occasion to resolve in these regu- 
lations an increasingly difficult problem 
for suppliers of bulk drugs—an admin- 


istrative tendency to deny the “For 
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manufacturing use” label exemption to 
those bulk products intended merely 
for repacking. The regulations under 
Section 502 (f) now provide that bulk 
products not in dosage unit form may 
carry the legend “Caution: for manu- 


facturing, processing, or repacking” in 
place of complete use directions. Bulk 


packages of a dosage unit form of a 
drug, such as tablets or capsules, are 
not entitled to this exemption from use 
directions, however, and must continue 
to be labeled the same as ultimate con 
sumer packages of the drug, or other- 
wise be exempted from that requirement 
through the use of exemption agree- 
ments established under Section 503 (a) 
of the Act. 

While broadening exemption 
realistically, the Food and Drug Ad- 
ministration imposed a new condition 
upon the use of the “For manufactur- 
ing, processing, or repacking” label. If 
the bulk product is intended for a use 
or repack- 


this 


in manufacture, processing, 
ing which causes the finished article to 
“new drug” subject to Section 505 
Act, the bulk package must be 
statement “Caution: 


processing oF T¢- 


be a 
of the 
labeled 
for manufacturing, 
packing in the 
drug limited by Federal law to investi- 


with the 


preparation Ot a Hew 
gational use.” 

The extent to which this new require- 
ment will affect suppliers of bulk chem- 
cannot yet be 


icals for drug use 


determined. Pharmaceutical manufac- 
turers still have full responsibility for 
complying with the new-drug section 
of the Act to new drugs 
they produce 
to be an imposition of an 


with respect 
The new provision seems 
additional 
responsibility on suppliers of bulk 


chemicals to assist in enforcement of 
the new-drug section. 


Fred Bartenstein, Jr., Chairman 
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Leaders 


in Food, Drugid 


Glenn G. Slocum, who is Chief 
of the Division of Microbiology, Food and Drug 
Administration, was appointed junior bacteriologist 
in 1930, after receiving his M. S. in sanitary bacteri- 
ology from lowa State College. In 1939 he obtained 
a Ph. D. from the University of Maryland. During 
World War Ili, Dr. Slocum carried heavy respon- 
sibilities, supervising tests for sterility of Army drugs 
and surgical dressings and the efficacy of antiseptics; 
he has carried on extensive studies on staphylococcal 
food poisoning. 

The division has a microanalytical branch, which 
directs studies by microscopic technique on filth and 
decomposition; a bacteriological branch, which tests 
foods, drugs and cosmetics for microbial contami- 
nation and conducts basic research into the isolation 
and detection of various microbiological food- 
poisoning agents; and an antiseptics branch, which 
conducts research and analyses on products bearing 
antiseptics claims. 
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Drufid Cosmetic Law 


G. Robert Clark, Chief of the 
Division of Cosmetics, Food and Drug Administration, 
is a charter member of that division and has been 
its chief since 1947. The division was established in 
1939 to handle the scientific problems arising from 
new control over cosmetics provided by the Food, 
Drug, and Cosmetic Act of 1938. 

Dr. Clark received B. A. and M. A. degrees in 
chemistry from the University of Colorado and a 
Ph. D. from Georgetown University. He entered the 
Administration in 1938 as an inspector at Denver, 
and the following year was transferred to analytical 
work. 

The Division of Cosmetics analyzes samples of 
cosmetics collected by FDA inspectors and certifies 
coal-tar colors intended for use in foods, drugs or 
cosmetics. Its investigational work includes the de- 
velopment of methods of analysis for cosmetics and 
coal-tar dyes and for examining foods, drugs and 
cosmetics which contain coloring material. 
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Leaders 
IN FOOD, DRUG AND COSMETIC LAW 


Henry Welch became Chief of the 
Division of Penicillin Control and Immunology, since 
redesignated Division of Antibiotics, in 1945. He 
is a pioneer in regulatory control and research in 
that field. 

Even before the Penicillin Amendment was en- 
acted in 1945 to provide for a certification pro- 
cedure, Dr. Welch was directing testing required 
by the armed services before acceptance of pur- 
chases. Certification of streptomycin was provided 
by a 1947 amendment to the Act, and a 1949 
amendment added aureomycin, chloramphenicol 
and bacitracin to the antibiotics requiring predis- 
tribution certification. Tests for all these antibiotics 
include potency, sterility, toxicity, pyrogens and 
moisture. 

In the fiscal year 1944, only 1,320 samples of 
penicillin were examined. The volume, still increas- 
ing steadily, reached 17,485 batches of the five 
certification antibiotics in the fiscal year 1951. 
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Other Helpful, Informative 
CCH Magazines 


TAXES—The Tax Magazine 


This magazine is published to promote sound thought 
in economic, legal, and accounting principles related 
to all federal and state taxation. ... To this end it 
contains signed articles on tax subjects of current 
interest, reports on pending tax legislation, court 
decisions and administrative rulings relating to tax 
laws, and other tax information, book reviews, etc. 
.. The editorial policy is to allow frank discussion 
of tax issues. Subscription rate—$6.50 for 12 monthly 
issues. Write tor sample copy. 


Labor Law Journal 

Specifically designed and edited to promote sound 
thinking on labor law problems, the Labor Law 
Journal presents timely articles on the complex rela- 
tionship of Law, Labor, Government, Management, 
and Union. Each month, it brings you the serious 
thinking, viewpoints, and attitudes of leaders in the 
field—on significant labor law problems. Specialists 
in the field treat troublesome phases of labor law in 
factual, hard-hitting articles. No punches are pulled 
—nothing is “slanted.” Issued monthly; subscrip- 


tion rate—$6 a year. Sample copy on request. 


Insurance Law Journal 

Each month, this helpful magazine presents timely 
articles On pertinent subjects of insurance law, digests 
of recent decisions, comments on pending legislation, 
rulings of state commissioners and attorneys general, 
and other timely features. It is edited exclusively 
for insurance law men, by insurance law men. 
Emphasis is on the insurance law fields of Life, 
Health and Accident, Fire and Casualty, Automobile, 
and Negligence. Issued monthly; subscription rate— 
$10 a year, including a handsome binder for perma- 


nently filing a year’s issues. Send for a sample copy. 
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